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TO THE READER 





About the Authors 


The tenth conference of the Inter- 
American Bar Association was held 
in Buenos Aires, Argentina, very re- 
cently. Among the speakers was Charles 
Wesley Dunn, president of The Food 
Law Institute. Mr. Dunn, of New 
York City, is a member of the Ameri- 
can and the New York State Bar As- 
sociations, and is chairman of their 
organizations in the field of food and 
drug law. Although he is so well 
known to the readers of our JOURNAL 
that he needs no introduction, a state- 
ment of other positions which he holds 
is to be found on the facing page. 

His conference speech, which offers 
a summary of United States law gov- 
erning food and drugs and which offers 
a recommendation on Latin-American 
presented in this 


law, is issue 


George P. Larrick, Commissioner of 
Food and Drugs in the United States 
Department of Health, Education, and 
Welfare, has been a career employee 
of the Food and Drug Administration 
for some 35 years. Mr. Larrick suc- 
late Charles W. Crawford 
as Commissioner in 1954. His article 
is derived from a speech which he 
delivered at a meeting of the National 
Association of Retail Druggists, at 
Minneapolis, on October 9. 


ceeded the 


Julius G. Zimmerman is a member 
of the New York bar, the American 
Bar Association, the New York State 
Bar Association and the Inter-American 
Bar Association. Like Mr. Dunn, he 
was a speaker at the tenth conference 


of the latter organization. We feel 
that his speech, “Legal Research Prob- 
lems in Latin-American Food and Drug 
Law,” will be of considerable interest 
to all food and drug men. 

Mr. Zimmerman is a graduate of 
the University of Leipzig, Germany 
He also holds a degree from the New 
York University School. He 
has been engaged on a special research 
project for The Food Law Institute, 
dealing with foreign and comparative 
food and drug law. 


Law 


Melvin E. Mensor, who manages the 
legal department of the California Pack- 
ing Corporation, San Francisco, has 
been with that organization since Jan- 
uary, 1947. Prior to that time, he was 
associated with the law firm of Pills- 
bury, Madison & Sutro, of the same 
city. 

Mr. Mensor holds a degree of LL. B 
School. He 
Cali- 


from San Francisco Law 
was admitted to practice law in 
fornia in 1934. 

The final article this 
November JourNAL was written by 
Richard G. Moser, member of the New 
York City law firm of Patterson, Bel- 
knap & Webb. 

The papers of both Mr. Mensor and 
Mr. Moser were presented at the 1957 
meeting of the Division of Food, Drug 
and Cosmetic Law, Section of Corpora- 
tion, Banking and Business Law, of the 


appearing in 


American Bar Association, which was 


held at New York University on July 12 
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Thomas W. Christopher, who writes 
the continuing feature “Christopher 
Comments,” serves as associate dean 
and professor of law at Emory Uni- 
versity in Atlanta, Georgia. A member 
of the Georgia and the Alabama bars, 
he was formerly a member of the firm 
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of Phifer & Christopher, of Tuscaloosa, 
Alabama. 


Bernard L. Oser, whose department 
‘The Scientists’ Forum” appears monthly, 
is director of Food and Drug Research 
Laboratories, Jac., New York City. 





Meeting of Health Officers 


State and territorial health officers 
held their fifty-sixth annual conference 
with the Surgeon General of the Public 
Health Service and the Chief of the 
Children’s Bureau from November 3 
to November 8 at the Department of 
Health, Education, and Welfare. The 
Surgeon General also held meetings 
during the week with mental health of- 
ficials and hospital construction offic- 
ials from the states and territories. 


Secretary of Health, Education, and 
Welfare Marion B. Folsom welcomed 
members of the three conferences at 
their first combined session Monday, 
November 4, at 9 a.m. in the audito- 
rium of the Department 

Throughout the conference week, the 
health officials met in general sessions 
and committees to consider special health 
needs and the ways in which the Na- 
tion’s public health agencies can best 
meet them 
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WASHINGTON- 


ACTION AND NEWS 





In the Food and Drug Administration 


Monthly Report, Issued October 30, 
1957.—More than 30 bakeries have in- 
formed the Food and Drug Adminis- 
tration that they intend to change their 
labels to eliminate possibly misleading 
references to “buttermilk” as an in- 
gredient of white bread and enriched 
bread, the agency reported on October 
30. Earlier in the month, bakers across 
the Nation had been advised by FDA 
that stressing this one ingredient was 
labeling requirements of 
the federal standards as inter- 
preted in recent court orders. A large 
majority of the replies received up to 
the end of the month were in favor of 


contrary to 
bread 


making the necessary changes to meet 
the requirements of the standards, ac- 
cording to FDA 

In its monthly summary of court 
actions, FDA announced that 302 tons 
of contaminated or decomposed food 
had been seized during September. Mean- 
while, owners had voluntarily destroyed 
nonfood use an addi- 
Two other food seizures, 


or diverted to 
tional 212 tons. 
involving approximately 70,000 pounds 
of butter containing less than 80 per 
cent of butterfat—as required by the 
Federal Food, Drug, and Cosmetic Act 
—had been made. 

Eight drugs and devices were seized. 
Five were alleged to be of substandard 
composition; three were alleged to bear 
false and misleading curative claims. 

Twenty-two criminal-prosecution cases 
were terminated in September 
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List of Personnel.—A complete list 
of the personnel of the Food and Drug 
Administration follows 


UNITED STATES DEPARTMENT 
OF HEALTH, EDUCATION, 
AND WELFARE 


Marion B. Folsom, Secretary 


FOOD AND DRUG AD- 
MINISTRATION 


Washington 25, D. C 


George P. Larrick, Commissioner of 


Fx 0d and l Jrugs 


John L. Harvey, Deputy Commissioner 
of Food and Drugs 
Division of Administrative Manage- 
ment, Roman Davila 
Federal-State 
Pearson 


Division of Relations, 


James C. 


sureau of Biological and Physical 
Sciences, Robert S. Roe 

Division of Antibiotics, Henry Welch 

Division of Cosmetics, G. Robert 
Clark 

Division of 
Jr. 

Division of 
Slocum 


Food, Frank A. Vorhes, 
Microbiology, Glenn G. 


Division of Nutrition, Elmer M. 
Nelson 

Division of Pharmaceutical Chemistry, 
Frank H. Wiley 


Division of Pharmacology, Arnold J. 
Lehman, M. D 
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Bureau of Enforcement, Malcolm R. 
Stephens 

Division of Regulatory Managemert, 

Kenneth L, Milstead 

Bureau of Field Administration, Allan 
E. Rayfield 

Bureau of Medicine, Albert H. Holland, 
Jr., M. D., Medical Director 


Bureau of Program Planning and Ap- 
praisal, Shelbey T. Grey 
All are in the Health, Education, and 
Welfare Building North, except the 
Bureau of Biological and Physical 
Sciences, which is in the South Agri- 
culture Building 


Field Service 


District, Room 416, Federal 
W. Sanders, Jr. (P. O. 


Atlanta 
Annex, John 
Zone 3) 


Baltimore District, Room 800, U. S. 
Appraiser’s Stores, Gay and Lombard 
Streets, Richard E. Williams. (P. O 
Zone 2) 

Boston District, Room 805, U. S. Ap- 
praiser’s Stores, 408 Atlantic Avenue, 
J. K. Kirk. (P. O. Zone 10) 

Buffalo District, Room 415, Federal 


Building, South Division and Ellicott 
Streets, Allen T. Retzlaff. (P.O. Zone 3) 


Chicago District, Room New 
Post Office Building, Van Buren and 
Streets, Daughters. 
Zone 7) 
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ose, 


Canal George T. 


(P.O 
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Cincinnati District, Room 501, Post 
Office Building, Samuel Alfend. (P. O 
Zone 2) 

Denver District, 
Customhouse, Ralph L. 
Zone 2) 

Kansas City District, 323 U. S. Court 
house, 811 Grand Avenue, Sam D. Fine 
(P. O. Zone 6) 

Angeles District, 
1401 South Hope Street, 
Wood. (P. O. Zone 15) 

Minneapolis District, Room 201, Fed- 
eral Office Building, Washington and 
Kerr. .(P. O. Zone 1) 

New Orleans District, 224, U. S$ 
Customhouse, 423 Canal Street, Edwin 
C. Boudreaux. (P. O. Zone 16) 


New York District, Room 1200, U.S 
Appraiser’s Stores, 201 Varick Street, 
Charles A. Herrmann. (P. O. Zone 14) 

Philadelphia District, Room 1204, New 
Customhouse, Second and Chestnut 
Streets, Robert C. Stanfill (?. -G 
Zone 6) 

St. Louis District, Room 1007, New 
Federal Building, 1114 Market Street, 
Roy S. Pruitt. (P. O. Zone 1) 


Room 512, 
Fulton and 
McKin- 


Room 531, U. . 
Horst. (P. O 


Room 514, 


Gordon R. 


Los 


San Francisco District, 
Federal Office Building, 
Leavenworth Streets, McKay 
non, Jr. (P. O. Zone 2) 
District, Room 501, 
Kenneth E. 


Federal 
Montore 


Seattle 
Office Building, 
(P. O. Zone 4) 








In the Veterans Administration 


Five-Year Research Studies Begun.— 
major projects, getting under 
way at 14 Veterans Administration 
hospitals, will test whether long-term 
treatment with anticoagulant medica- 
tions or special diets can prevent recur- 


rhree 


heart conditions and strokes, 
announcement ot 


rence of 
according to a VA 
November 21. Five-year studies will 
evaluate such treatments as to reduc 
tion of crippling effects and number of 
deaths. 


(Continued on page 719) 
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THE FOOD AND DRUG LAW 


By CHARLES WESLEY DUNN 


This Paper, Which Was Delivered at the Tenth Conference, Inter-American Bar 
Association, in Buenos Aires on November 16, Contains a Summary of Perti- 
nent United States Law and a Recommendation Concerning Latin-American Law 


Introduction 

“This tenth conference of the Inter-American Bar Association in 
Suenos Aires has the historical significance of discussing the food and 
drug law for the first time, which is popularly named the ‘pure food 
and drug law’. It is the public law to regulate the manufacture and 
sale of its vital products, to assure their safety and purity and integrity 
and to require their honest and true and informative representation ; 
in order to prevent the consumption of any that may kill or injure and 
the purchase of any that may deceive or defraud. Hence it is a basic 
public health law; and also a basic fair trade law. Moreover it is 
further a basic agricultural law, in its application to the regulation of 
natural foods; it is a basic nutrition law, to the extent it provides for 
essential dietary foods and their instructive labeling; and it is a basic 
pharmacy and medical law, because it safeguards the compounding 
and prescription and dispensing of necessary medicines. In short and 
for all these and other reasons it is a fundamental social and economic 
law, which has a universal existence in the American countries as 
elsewhere. Consequently it is a law which manifestly invites appro 
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Mr. Dunn—President, The Food Law 
Institute—Heads the American Bar 
Association Division of Food, Drug 
and Cosmetic Law and the Equivalent 
Section of the New York State Bar 





priate consideration by national and international and regional asso- 
ciations of the legal profession, which is responsible for its construction 
and interpretation and enforcement; aside from the inherent duty of 
this profession with respect to a basic public law. 

“IT am delighted to join in such a distinguished discussion of this 
law. For I have long practiced it in the United States; I am counsel 
for major national associations of our food and drug industries, which 
importantly deal with it; and I hold significant professional offices 
relating to it, in our country. They are: chairman of the respective organ- 
izations on this law in the American and New York State Bar Associa- 
tions, which constructively study it; editor of the Foop DruG Cosmetic 
Law JouRNAL, which reports its progress and publishes research 
papers about it; professor in the national program of the New York 
University Law School on it, which gives graduate instruction in it; 
and president of The Food Law Institute. This is a unique public 
organization established by leading food and affiliated manufacturers, 
to provide needed knowledge of this law (both domestic and foreign) 
for a better understanding and a due use of it, by developing required 
law school instruction in it and publishing necessary reference books 
on it and through other educational action. In illustration of that 
action: last year the Institute co-sponsored a great national meeting 
in Washington, to commemorate the 50th anniversary of our federal 
food and drug law; this year it co-sponsored an historic international 
conference in London, to study the control of chemical additives in 


food; and it is now cooperating to organize a notable international 
meeting at London in 1960, to commemorate the 100th anniversay of 





FOOD AND DRUG LAW PAGE 665 


the English national food law and to review the fundamental im- 
portance of such a law. Thus it will be seen that the food and drug 
law is receiving statesmanlike consideration by our related industries 
and the legal profession, on a broad scale and for the public welfare ; 
and this is also so with respect to further interested professions. It 
should be noted here that additional associations of our food and drug 
industries also study this law; and that the Commerce Clearing House, 
Inc., of Chicago, publishes a valuable service on it. 


“T will join in this discussion to introduce the United States food 
and drug law, through a brief general review of it. Before doing so 
however I recommend that the Inter-American Bar Association also 
create an organization on the Latin American food and drug law, to 
record and study it; and to develop an authoritative journal on it. 
Such an organization can make a valuable contribution in the circum- 
stances; and one that is likewise indicated from the standpoint of 
international comity in the Western Hemisphere. For example: it 
can effectively act to have the law of each Latin American country 
summarily recorded in a comprehersive and progressively current and 


practically convenient publication, to the extent it does not presently 
or adequately exist, for domestic use and foreign reference. Our 


country is necessarily interested in such a publication, to direct its 
food and drug business with and in the Latin American countries; 
and is deeply interested in it, for a beneficial comparative study of 
the food and drug law generally. 


“The United States food and drug law is divided into two juris 
dictional parts, as required by our dual form of government. The first 
part is a federal law enacted by Congress, to regulate interstate (or 
national) and foreign (or international) and certain territorial com- 
merce; and in its foreign application it regulates imports to a com- 
prehensive extent and exports to a limited extent. It principally 
governs manufacturers. Whereas the second part is a state law en- 
acted by the respective legislatures of forty-eight states, to regulate 
intrastate (or local) commerce; and it includes the municipal (or city) 
law, authorized by state legislation. It principally governs retailers. 

“Hence this law is a statutory (as distinguished from an ex- 
ecutive) one, to establish a government under law and not by man. 


But it embraces necessary administrative regulations; and they must 
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comply with administrative procedure requirements, to assure due 
process. We should now add that the foregoing jurisdictional division 
of this law is subject to important exceptions. For aside from an in- 
cidental application of the state law to interstate commerce Congress 
may use its legislative power over that commerce to regulate intrastate 
commerce as well, in the case of articles originating in interstate 
commerce ; and it may even use such power over interstate commerce 
to regulate exclusively intrastate commerce, for the protection of the 
former commerce. Furthermore.Congress may exercise its general 
tax power to regulate all commerce in our country; and it is expressly 
authorized to establish weight and measure standards therefor. All 
these exceptions have importantly penetrated our food and drug law. 


‘Moreover this law is not an absolute one. For the courts may in- 
validate it, if and to the extent they find it to be legislatively un- 
authorized (e.g., in the case of an administrative regulation) or con- 
stitutionally void (in a basic sense). The last is so because our federal 
and state governments are each organized by a written constitution 
made by the people in a democracy; it creates separate executive and 
legislative and judicial branches of the government, with each pos- 
sessing distinct and limited powers; and this order establishes a 


system of government checks and balances, to prevent tyranny and 
guarantee our free institutions. For example: while Congress has 
the power to enact authorized legislation, the President may veto 
it in his executive discretion; and the Federal Courts may nullify it, 
on the ground that it violates the constitutional protection against 
arbitrary, capricious and discriminatory legislation. We should go 
on-to say that the legislative philosophy of our free institutions in their 


application to private business is to require its competitive and fair 
conduct, without any taint of harmful monopoly; and to regulate it 
only to the extent demanded by the general public safety and welfare. 
As a result each member of it is otherwise left free to achieve the 
success earned by his own effort and ability and service. That is the 
concept of ‘free business enterprise which has made our country 


economically strong and socially prosperous. 


2 

“The United States food and drug law is further divided into two 
regulatory parts, by reason of its indicated organization accordingly. 
The first part is a major basic law, prohibiting the harmful adulteration 
and misbranding and false advertisement of all foods and drugs. It 
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mainly consists of a federal law and forty-eight state laws. The 
federal law is the predominant one, because of its national scope and 
strong character; but the state laws have an equal government stand- 
ing and an essential protective value; and a constructive program has 
been officially instituted to improve them. 


“The second part is a supplemental law for the additional regula- 
tion of foods and drugs, on a particular article or subject basis. It 
principally consists of multitudinous federal and state laws of infinite 
kind. The state laws are predominant in number, as one would expect ; 
but the federal laws have a great importance ; and they rise to the peak 
of outlawing a dangerous drug (heroin) and a fraudulent food (filled 
milk.) On their food side the federal laws include a meat inspection act, 
import tea and milk acts, a filled milk act, oleomargarine and filled 
cheese and adulterated and process or renovated butter laws, a 
standard grade apple law, an export apple and pear law, a standard 
fruit and vegetable container law, an agricultural product standards 
law (etc.). Whereas on their drug side the federal laws include a 
narcotic drug law, human and animal biological drug laws (regu- 
lating any virus, serum, toxin, antitoxin or analogous product), and 
miscellaneous laws relating to industrial alcohol, contraceptives, 
abortifacients, and the mailing of poisons (etc.). As to the state laws 
they are so many that it now suffices to illustrate them as follows: with 
respect to food, they require the sanitary production and sale of foods 
in general and particular, they regulate the composition and labeling 
of certain foods (mostly agricultural and farm products and also butter 
substitutes and beverages and candies), they require the nutritional 
enrichment of white flour and bread and of corn meal and grits and of 
oleomargarine, and they regulate the manufacture and sale of animal 
and poultry foods (etc.). With respect to drugs, they require a 
sanitary conduct of drug establishments in general and particular, they 
control the practice of pharmacy, they regulate the production of 
biological drugs, they regulate the composition and labeling of drugs 
in general and particular, they require that dangerous drugs (such as 
poisonous, hypnotic, biological, antibiotic, hormone and venereal 
drugs, and also hypodermic needles and syringes and contraceptives 
and abortifacients) be retailed only on a prescription basis, they regu- 
late the manufacture and sale of animal and poultry medicines, and 


they regulate drug samples, auctions, vending machines and substitu- 
tion (etc.). There are also numerous federal and state weight and 


measure laws generally relating to the sale of foods and drugs. 
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“The foregoing description of our food and drug law should be 
followed by this comment: taken as a whole it has a vast corpus, 
little surpassed in the entire field of our commercial law. For it in- 
cludes a tremendous and ever increasing number of legislative enact- 
ments and administrative rules and official pronouncements and judicial 
decisions, which could fill many large and constantly expanding 
volumes. That is why this law must be summarily recorded in an 
organized and progressively current and practically convenient form, 
for reference by all interested in it. We have made good progress in 
such action, as previously indicated. It should be equally taken in the 
Latin American countries, where required; and the Inter-American 


Bar Association is positioned to sponsor it. 


3 

“The principal basic statute of the United States food and drug 
law is the Federal Food, Drug, and Cosmetic Act of 1938, as amended ; 
and what is even more important it is also the supreme part of this 
law and its very keystone. That is why it is accurately called our 
‘national pure food and drug law’, which is fortified by the special 
federal food and drug legislation. This Act succeeded the original 
Federal Food and Drugs Act of 1906, ‘fathered’ by our revered Dr. 
Harvey W. Wiley. He was then chief chemist of the United States 
Department of Agriculture, where he previously made an historic 
scientific investigation of food and drug adulteration ; and he thereafter 
became the first administrator of that Act, under the Secretary of his 
Department. Hence the law of the present 1938 Act was 50 years old 
last year, as hereinbefore indicated. But our federal food and drug 
law actually began in 1848 or nearly 110 years ago, when Congress 
first enacted legislation to prohibit the importation of adulterated 
drugs. In 1890 it enacted a similar food law. In 1902 it enacted a law 
to prohibit the false branding of food in interstate commerce; and 
in this early period it also enacted numerous laws regulating particular 
foods and drugs, beginning with the oleomargarine law of 1886 and the 
import opium law of 1887. We should further add that the first bill 
for the original 1906 Act was introduced in 1879, or 27 years before its 
enactment. Therefore Congress studied the question of a national food 
and drug law in its initial enactment, for more than a quarter of a 


century. 


“By virtue of its basic character the 1938 Federal Food, Drug, and 
Cosmetic Act prohibits the harmful adulteration and misbranding of its 
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products in interstate and foreign commerce, aside from its further 
incidental application to some territorial commerce. It also thus 
regulates intrastate commerce in such products, where they originated 
in interstate commerce; and it further regulates all commerce what- 
ever in oleomargarine. Since most of its products do originate in 
interstate commerce it is truly a ‘national pure food and drug law’, 
which largely regulates foods, drugs and cosmetics in their manu- 
facture and down through their final retail sale to the consuming public. 
This Act is supplemented by a law against the false advertisement of 
its products, contained in the Federal Trade Commission Act. Con- 
sequently our basic federal food and drug law is so divided between 
these two Acts; and each part of it is separately administered accord- 
ing to a different procedure, but pursuant to a coordinated policy 
as a rule. We should note here that the major 1938 Act before us 
has the special interest to Latin American countries that while it 
broadly regulates our import of foods, drugs and cosmetics, it virtually 
exempts our export of them. For it provides that a food, drug or 
cosmetic intended for export shall not be deemed to be adulterated or 
misbranded under this Act, (1) if it accords to the specifications of the 
foreign purchaser, (2) if it is not in conflict with the laws of the 
country to which it is intended for export, and (3) if it is labeled on 
the outside of its shipping package to show that it is intended for 
export. Hence compliance with this exemption depends on our precise 
knowledge of the food and drug laws then existing in the export 
countries. And that is a decisive reason why our exporters of foods, 
drugs and cosmetics must have a full and current knowledge of such 
laws in the Latin American countries; and it is a reason which em- 
phasizes the great practical importance of our introductory recom- 
mendation. But we should go on to say here that the foregoing exemp- 
tion in the 1938 Act does not apply to the export of a product subject 
to a regulatory law of this Act, which lies outside its prohibitions 


against adulteration and misbranding. A comment having the signifi- 
cance of the fact that the ‘new drug’ law of this Act is in that category. 
It places all medically significant drugs under what amounts to a 
government license ; and the export of these drugs remains thereunder. 


“This 1938 Act is administered by the Secretary of the United 
States Department of Health, Education, and Welfare, through its 
Food and Drug Administration known as the FDA; which is directed 
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by a Commissioner of Food and Drugs, appointed by the Secretary. 
The FDA is essentially an independent agency. For acting within the 
legislative frame and legal operation of this Act and subject to the 
Secretary’s formal approval, it makes its own administrative policies, 
programs and decisions; and it selects its own operating personnel, 
equipment and other facilities at its Washington headquarters and 
district offices throughout the country. Moreover the appropriations 
to administer this Act are directed tothe FDA. It is an expert agency, 
specially created and organized and equipped to execute a national 
pure food and drug law; and its members are selected on a civil service 
and competitive merit and professional career basis, without any 
political consideration. Moreover it is an agency that has had long 
experience in the execution of this law, which has a record of dis- 
tinguished enforcement success; and it is one that is truly dedicated 
to its fundamental responsibility as the national protector of public 
health in the vital area of foods and drugs. This responsibility of the 
FDA has immensely increased since its 1938 Act was enacted, for 
several reasons. They principally are: (1) this Act has been widely 
amended to broaden its regulation in important respects, whereby the 
enforcement of it has been largely extended; (2) its enforcement has 
also been largely extended by the tremendous increase in our popula- 
tion and our food and drug business; and (3) its enforcement has 
further been largely extended by the modern scientific and technological 
advance of food and drug manufacture, which has progressively de- 
veloped infinite new and complex problems under this Act. That 
fact is strikingly illustrated by the difficult problems now confronting 
the FDA in determining the safety of new chemical additives and 
pesticide residues in foods; and inevaluating the safety of new and 
intricate chemical drugs, which while threapeutically essential must be 
strictly guarded where they have an inherently dangerous character. 
We should add here that this immense increase in the essential pro- 
tective responsibility of the FDA inevitably raised the question 
whether it now has adequate operating resources to keep pace there- 
with. To secure a sound objective answer the Secretary appointed a 
national Citizens Advisory Committee to study this question, on 
January 17, 1955; and I was a member of it. The Committee filed its 
report on July 7, 1955, which is a permanent Congressional document. 
This report found that the FDA has insufficient funds, staff and 
facilities to meet the foregoing responsibility; and it made corrective 
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recommendations. They mainly are: first an increase in appropria- 
tions for the FDA, which provides between a three and a four fold 
expansion of its personnel and facilities within the next five to ten 
years ; and secondly the construction of a distinctive modern home for 
the FDA in Washington, which is specially designed and adequately 
equipped to satisfy its essential operating needs. These recommenda- 
tions are now in the process of due effective implementation. 


4 

“The 1938 Federal Food, Drug, and Cosmetic Act is a modern and 
strong national food and drug law, in its original conception; it has 
been further strengthened by repeated amendment; and the outlook 
is that it will be additionally strengthened by infinite amendment, in 
the long view. For example: it has been amended to require the dis- 
pensing of dangerous drugs on a medical prescription basis, to assure 
the safe production of insulin and five antibiotic drugs, to regulate the 
retail sale and service of colored oleomargarine, and to control the 
safety of pesticide residues in raw agricultural foods. Whereas 
Congress is now discussing an amendment to require a safety pretest- 
ing of food (especially chemical) additives, where this precautionary 
action is scientifically indicated; it is also discussing a broad color 
additive amendment, to replace the present coal-tar color law; and 
it is further discussing an amendment to control the harmful boot- 
legging of barbiturate and amphetamine drugs. In short, this Act is 
inherently a dynamic evolutionary one in its protection of the public 
health; and it will ever be on the march of remedial advance, to keep 
abreast of its progressively changing environment and increasing 
needs. We should go on to say that the law of this Act and its 1906 
predecessor has inspired the enactment of analogous protective legisla- 
tion. It includes the Federal Insecticide, Fungicide and Rodenticide 
Act, the Federal Caustic Poison Act, the Federal Seed Act, and the 


Federal Wool Products Labeling Act. 


“The strength of this Act (aside from its broad jurisdiction herein- 
before explained) is measured by the FDA operational appropriation 
for its enforcement, which is $9,300,000 for fiscal 1958 (but this amount 
has been reduced by the Budget Bureau) ; by the character and quality 
and success of its FDA enforcement, which are high; and by the 
effectiveness of its application, enforcement and regulation provisions, 
which is great. That last statement is demonstrated by the following 
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illustrative analysis of this Act, in its relation to foods and drugs and 
their interstate commerce: 


“APPLICATION : 


“(1) The Act applies to all foods and beverages and drugs and 
medicines for use by man or a domestic animal. 


“(2) The Act applies to all the components of such products. 
“ENFORCEMENT: 


“(1) The Act is enforced by drastic criminal and seizure and in- 
junction proceedings in the federal courts. 


“(2) The Act authorizes its administrator to promulgate regula- 
tions for its efficient enforcement, to make enforcement inspections of 
food and drug establishments and their records, to collect and examine 
enforcement samples of foods and drugs, and to make enforcement 


publications. 


“(3) The Act authorizes its administrator to establish a general 
safety control of pesticide residues in raw agricultural foods, to pro- 
vide an enforcement inspection of sea food on application, and to 
institute an enforcement production control of food contaminated 
with micro-organisms on a temporary basis. 


“(4) The Act authorizes its administrator to establish an enforce- 
ment production control of all ‘new drugs’ (which are the medically 
significant ones), to assure their safety; and of insulin and five anti- 
biotic drugs, to assure their safety and efficacy. 


“Foop REGULATION : 


“(1) The Act authorizes its administrator to establish a reason- 
able standard of identity, quality and/or fill of container for any food, 
except as specified. It provides that a food having an identity standard 
shall conform to it; and that a food which falls below its quality or 
fill of container standard shall declare that fact on its label. 


“(2) The Act outlaws any food that has been manufactured or 
stored under insanitary conditions whereby it may have been con- 
taminated with filth or rendered injurious to health; and any food 
that is unfit for consumption; and any food that contains a natural or 
added poisonous or deleterious substance which may render it danger- 
ous to health, except as provided ; and any food that contains a coal-tar 
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color which has not been administratively certified as harmless; and 
any food that has a deceptive composition as provided; and any 
food container that has a poisonous or deleterious composition which 
may render the contents injurious to health. The Act further regulates 
confectionery and oleomargarine and butter and skim milk. 


“(3) The Act outlaws any imitation food unless it is so labeled as 
provided; and any food oftered for sale under the name of another 


fi ¢ od. 


“(4) The Act outlaws any food labeling (broadly defined to 
include accompanying literature) that is false or misleading in any 
particular; and any food container that is so made or formed or filled 
as to be misleading. 

“(5) The Act requires that a packaged food shall bear a label 
containing the name and business address of its manufacturer or 
distributor and a statement of its net weight or measure or numerical 
count except as provided; that a food without an identity standard 
shall be labeled with its own name and, if fabricated from two or more 
ingredients, with the name of each ingredient except as provided; 
that a food which contains an artificial coloring or flavoring or a 
chemical preservative shall declare that fact on its label except as 
provided; and that a food represented for a special dietary use shall 
be labeled to declare its dietary properties as administratively required 
The Act further regulates colored oleomargarine and wrapped meats 


“DruG REGULATION: 


“(1) The Act outlaws any drug that has been manufactured or 
stored under insanitary conditions whereby it may have been con 
taminated with filth or rendered injurious to health; and any drug 
that is unfit for use as provided; and any drug that is dangerous to 
health when used in the dosage or with the frequency or duration 
recommended in its labeling; and any drug that contains a coal-tar 
color which has not been administratively certified as harmless; and 
any drug container that has a poisonous or deleterious composition 
which may render the contents injurious to health. 

“(2) The Act outlaws any drug recognized in an official compendiun 
(which is the official United States Pharmacopoeia, the official Homoeo- 
pathic Pharmacopoeia of the United States, the official National Formu- 
lary, or any official supplement to each) if its strength differs from or 


its quality or purity falls below the compendium standard therefor, 
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unless such difference is plainly declared on its label (etc.). The Act 
also outlaws any such drug unless it is packaged and labeled as 
prescribed in the compendium, except as provided. 


“(3) The Act outlaws any drug not recognized in a compendium 
if its strength differs from or its purity or quality falls below that 
which it is represented to possess; and any such drug that has a 


deceptive composition as provided. 


“(4) The Act outlaws any imitation drug; and any drug offered 
for sale under the name of another drug. 


“(5) The Act outlaws any drug labeling (broadly defined as 
aforesaid) that is false or misleading in any particular; and any drug 
container that is so made or formed or filled as to be misleading. 


“(6) The Act requires that a packaged drug shall be labeled to 
declare the name and business address of its manufacturer or dis- 
tributor and a statement of its net weight or measure or numerical 
count except as provided; that a drug for use by man and containing 
any specified narcotic or hypnotic substance shall be labeled to declare 
the name and quantity or proportion thereof and in juxtaposition 
therewith the statement ‘Warning—May be habit forming’; that any 
drug not recognized in an official compendium shall be labeled with 
its own name and, if fabricated from two or more ingredients, with 
the name of each active ingredient (etc.) except as provided; that the 
labeling of every drug shall declare adequate directions for its use 
and adequate warnings against its dangerous use except as provided; 
and that if a drug is administratively found liable to deterioration, it 
shall be packaged in such form and manner and shall be labeled with 
such precautions as are administratively required except as provided. 


“(7) The Act then specially outlaws all ‘new drugs’ and any 
insulin and any of five antibiotic drugs, unless each has been admin- 
istratively approved as provided; and it requires the dispensing of 
any dangerous drug (as defined) on a medical prescription and that 
prior to its dispensing it shall be labeled ‘Caution: Federal law pro- 
hibits dispensing without a prescription’, except as provided. 


5 


“We now have before us a sufficient outline of the United States 
food and drug law, in general, and its principal 1938 Federal Food, 
Drug, and Cosmetic Act, in particular. This review proves that it is 
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indeed a public law of profound social and economic importance. For 
it basically governs our most essential food and drug industries, of 
which the food industry is by far our largest one; it basically regulates 
our most essential food and drug articles of life, on which our people 
depend for their very existence and their general physical wellbeing ; 
and it does both mainly for the essential purpose of protecting the 
public health. That is why this law is the most important commercial 
one in our country, from the standpoint of daily personal life; and 
that is also why it is given a very high rank in our national juris- 
prudence. Moreover all that we say about the basic character of our 
food and drug law applies with equal force to this law in the Latin 


\merican countries. 


“It remains to add: the United States food and drug law has 
played an historic role in the legislative history of our country. For 
in the first place it was a chief legislative instrument to regulate our 
industrial revolution beginning in the last half of ‘the nineteenth 
century, for a prevention of its injurious public abuse. In the second 
place the 1906 Federal Food and Drugs Act was the third major law 
enacted by Congress, to regulate interstate and foreign commerce. 
The first law was the 1887 Interstate Commerce Act and the second 
one was the 1890 Sherman Anti-Trust Act. In the third place the 1938 
Federal Food, Drug, and Cosmetic Act makes a supreme exercise of 
the Congressional legislative power over interstate commerce, to 
regulate intrastate commerce as well. And in the fourth place the 
national pure food and drug law enacted by these two Acts has been 
the legislative foundation of the great renaissance in our food and 
drug industries during the first half of the twentieth century, which 
is still progressing. For this law freed these industries from the 
deadly restraint of wrongful product competition; it thus released 
their creative genius for its maximum exercise in our dynamic free 
enterprise system; and it both compelled and encouraged them to de- 
velop their vast scientific and technological resources, for the national 
welfare. As a result these industries have’ made a greater advance in 
the fundamental areas of the nutrition and chemotherapy sciences 
during the past fifty years, than in all time before. An advance which 
is strikingly illustrated by the discovery of essential nutrients for a 
necessary improvement of our national diet; and by the development 
of ‘miracle’ antibiotic and hormone drugs for a necessary protection 


of our public health.” [The End] 


























The FDA Reports to the NARD 





The Commissioner of Food and Drugs, United States Department of Health, 


Education, and Welfare, Delivered This Address Before a Meeting of the 
National Association of Retail Druggists, at Minneapolis on October 9? 
R. CHAIRMAN, Dr. Dargavel, Distinguished Guests and Mem- Pe 
bers of the National Association of Retail Druggists: pr 
Just as you welcome repeat prescription business as a manifesta- st 
tion of confidence in your professional ability, so do I welcome this pt 
repeat opportunity of appearing before you here today. We in the hz 
Food and Drug Administration have confidence in the pharmacists of wr 
this country as do the doctors, the manufacturers and the public. We lig 
hope that you have the same confidence in those of us who administer In 
the federal pure food and drug law. in 
On September 15, 1957, my friend and colleague of many years, ab 
Commissioner Charles W. Crawford, died. He was a devoted and co 
able public servant and has left his mark, perhaps for all time, in the ac 
drafting of the 1938 Federal Food, Drug, and Cosmetic Act. Most of tir 
the people in these United States never knew him and many will never pr 
know of him, yet it is men of the caliber of Charles Crawford to whom we 
we all owe a ceaseless debt of gratitude for our American heritage. 
The facts that today we have the best food and drug legislation in pl 
history and that we and our families enjoy the highest degree of pro- wi 
tection ever achieved is in no small measure a tribute to this man. It an 
saddens my heart to realize he is gone, but I am grateful for his con- ou 
fidence and my association with him over the years. an 
As you know, the Food and Drug Administration has been seri- Pe 
ously understaffed for quite some time. The tremendous strides in the af 
food industry and the unprecedented progress of the drug industry we 
have imposed burdens both scientific and inspectional that were next 
to impossible to meet adequately. You will recall that the citizens Ac 
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committee on the Food and Drug Administration in 1955 directed its 
attention to these problems and recommended that the program and 
staff of the Administration be expanded realistically to cope with the 
problems at hand. I am happy to report that these recommendations 
have been viewed with favor in all quarters, including the industries 
with which we deal. This I think, is a concrete example of the en- 
lightened self-interest and constructive attitude of American industry 
In addition, many professional organizations and associations, includ- 
ing the National Association of Retail Druggists, have lent their valu- 
able support not only in endorsing the recommendations of the citizens 
committee, but also in their implementation. Asa result, the Congress 
acted favorably on our request for modest increases in our appropria 
tions for the past two years. Our sole objective is to provide better 
protection to the public and better service to those we serve. We 
welcome your support in achieving this end. 

As our program grows, and as technology becomes yet more com- 
plex, it seems clear that we will all imaginatively have to find new 
ways and better ways to communicate with one another and to foster 
and develop mutual understanding. One possible way which warrants 
our joint consideration is the establishment of some type of food 
and drug fellowship program or training program for pharmacists. 
Perhaps the routine inclusion of one or two hours of lecture time by 
a food and drug officer in the senior year of every college of pharmacy 
would be a step in the right direction. 

Another possibility is greater employment of pharmacists in the 
Administration. Although we have pharmacists in virtually every unit 
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today, there are many fields where we could use more people with this 
training. 
Government Employment of Pharmacists 

The Washington bureaus can use properly trained pharmacists in 
the scientific laboratories as chemists, bacteriologists, biochemists, 
pharmacologists and microscopists. Other branches of science are 
open to those who have other skills. Many of our employees have 
earned higher degrees by attending night classes in nearby uni- 
versities while working in our laboratories. Our 16 field offices use 
pharmacists as analysts and inspectors. After appropriate experience, 
pharmacists with demonstrated ability have an opportunity to become 
food and drug officers and participate in administrative work. We have 
recently started appointing a limited number of outstanding students 
to our staff for summertime employment as student trainees. We hope 
that some of these trainees will decide to make a career of food and 
drug work with the government after they earn their degrees. But 
those who elect to go into professional pharmacy should be better able 
to carry on the high ideals of the profession because of their experience. 

Certainly, we can profit from continued participation of pharma- 
cists in our work. Also, those pharmacists who sit with us on a day- 
to-day basis as we meet the host of problems that confront us cannot 
fail to develop a greater appreciation of the law and of the many com- 
plex professional problems involved. If you know of well-trained 
young pharmacists who may be interested in a career with the Food 
and Drug Administration, won't you suggest that they get in touch 
with the Personnel Office, United States Food and Drug Administra- 
tion, Washington 25, D. C.? 


Controlling Use of Barbiturates and Amphetamines 

During the last session of the Congress, legislation was introduced 
which, if enacted, is designed to provide more adequate controls over 
the illegal use and social abuse of the barbiturate and amphetamine 
families of drugs. The Administration did not initiate this proposed 
legislation. It arose as a result of the Boggs Committee hearings in 
the House of Representatives and perhaps also from the Daniel Com- 
mittee hearings on the Senate side. We did, however, render technical 
advice in the drafting of the legislation when asked to do so. Further, 
when the legislation was introduced and the Secretary was asked for 
his views and those of FDA, we expressed them frankly and forth- 
rightly. 





ti 
ar 
le 


m 
afi 


wi 


be 
su 


tin 


ta 








FDA REPORTS TO NARD PAGE 679 


While, as indicated, we did not initiate this legislation, we believe 
that it is in the public interest. Further, we believe that the proposed 
legislation will not in any way interfere with the proper dispensing of 
these valuable therapeutic agents nor with the practice of pharmacy 
or medicine. Our only concern is with the illegal and harmful diver- 
sion of these drugs for nonmedical purposes. To ascribe any other 
motivation to our publicly expressed views is an error. 

We cannot and we will not take the position that to permit the 
misuse of these drugs unabated is in the public interest. I feel certain 
that your association would not wish to endorse such a position either 
I understand from Dr. Dargavel that the opposition of your associa 
tion is to the section which would permit Food and Drug inspectors 
to examine prescription files. It seems to me, therefore, that some 
better accord should be reached, some better solution found, which 
would permit the apparent areas of conflict to be satisfactorily resolved 
To this end my office door will always be open and I will be receptive 
to any constructive suggestion which will forthrightly meet the problem 
and correct the present unhappy situation. In the past, this associa 
tion has exercised admirable leadership on complex legislative problems 
and I have complete confidence in your ability to show again the 
leadership required to help protect our citizenry. 

The most important food and drug legislation now being con- 
sidered by Congress deals with chemical food additives. Although it 
does not deal with drugs, it will be of interest to those of you who serve 
food and, ultimately, to all of us as consumers of food. 


Suggested Principles for Chemicals-in-Food Legislation 


The Department of Health, Education, and Welfare has recom- 
mended amendment of the Federal Food, Drug, and Cosmetic Act to 
afford better control of chemicals added to food. The basic principles 
we think should be incorporated in the legislation are: 


(1) The intended use of an additive in a food should be shown to 
be safe from the standpoint of long-term, as well as short-term, con- 


, ten ae . 
sumption before it is tolerated. 


(2) The use of safe amounts of a poisonous or deleterious addi 
tive should serve a purpose beneficial to the consumer and the manu- 


facturer. The purposeless addition of poisons to food should not be 


permitted. 
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(3) Evidence to establish the above points should be obtained by 
the person who wishes to promote use of the additive and should be 
submitted to the government for evaluation. The proposed use should 
be permitted by the government only after a favorable decision by 
competent scientists. 

(4) There should be adequate provision for appeal of an adverse 
government decision to the courts according to procedures that permit 
full consideration of complex scientific questions by scientists. New, 
untried appeal procedures should not be experimented with in this 
field of public health protection. 

(5) Any additive already in use whose safety is not generally 
recognized should be tested to establish its safety. There should be 
a reasonable period of time after the new law goes into effect to permit 


such testing. 


Proper Labeling of Repacked Drug Items 

There is an area where your profession and the public can benefit 
from a-fuller understanding by pharmacists of their moral and legal 
responsibilities. From time to time we find that pharmacists have 
repacked drugs suitable for sale without prescription but they have not 
placed proper labeling on the repacked articles. Obviously, the safety 
of the user may be jeopardized and the purpose of the law defeated if 
necessary directions for use and warnings against misus¢ are not car- 
ried forward from the original package to the repacked merchandise 

In a limited survey we have found a disappointingly high per- 
centage of druggists who sold potent drugs with no information on 
the repacked article other than the name of the drug and, sometimes, 
its potency. Labeling carefully drafted by the drug manufacturer to 
meet the requirements of the law cannot properly be replaced by such 
limited information. Additional instructions or precautions can be 
voiced to the purchaser, but they do not furnish an adequate substitute 
for the labeling required by law. This is such a simple and fundamental 
matter that I hope just calling it to your attention will be sufficient 


to remedy the situation. ‘ 


During the last year, in response to statements published in the 
Federal Register proposing to switch certain drugs from prescription 
status to over-the-counter status, we have received some correspond- 
ence voicing strong objections... Some have even expressed the view 


that if any warning or precautionary statement is required in the 
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labeling, this fact in itself should militate against making the drug 
available without a prescription. 

We recognize a pharmacist’s right to such an opinion, but we 
must ask him to recognize that this is not the law or what the law 
provides. The statute is very clear. It requires warnings and cautions 
necessary for the safe use of the drug and, where such labeling makes 
the article safe for use without a prescription, it permits its stile with 
out a prescription. If the extreme views expressed by some were 
followed to their logical conclusion, then household ammonia and a 
host of other useful and necessary products should be dispensed only 
on prescription. Obviously, this is an illogical and unsupportable 
premise. Let there be no mistake concerning the policy of FDA. If 
we believe that a product will adversely affect the public health when 
sold without prescription, we will be the first to object to any pro 
posal to remove the prescription legend. 

We will always be happy to receive comment from the trade or 
other interested parties about any proposal. That is the purpose of 
Federal Register publications. Such commentaries are of value, how- 
ever, only when they present valid evidence. Hasty opinions which 
ask us to pursue a course contrary to the provisions of the law that we 
are obligated to uphold are hardly constructive. 

One of the subjects of great national concern these days is the 
epidemic of Asian flu that is sweeping the country. The United States 
Public Health Service and several drug manufacturers have worked 
diligently to provide as much vaccine as possible within the short 
time available. The medical profession is well alerted, as are all mem 


bers of the health team. 


Asian Flu—‘‘Prophylaxis’’ or ‘‘Therapy”’ 

The availability of antibiotics and other modern-day effective 
drugs will undoubtedly save many lives, for which we are thankful 
We are distressed, however, by the sheer opportunism of some drug 
firms which are knowingly and purposely misleading the public by 
attempting to make them believe that the use of this or that proprietary 


preparation will provide a significant degree of protection against 


Asian flu. Gargles and mouthwashes, nose and throat sprays and, 
perhaps, other products are held forth under the guise of effective 
prophylaxis or therapy. It is dismaying, indeed, to witness the lack 
of principle in quarters where we expected it to be present. 

This is an instance where the profession of pharmacy can perform 
a great public service. You can tell the truth to the public—to your 
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customers. The topical application to the nose and throat of any 
medication marketed today has not been convincingly shown to pre- 
vent the spread of a highly contagious airborne virus. Those manu- 
facturers who are trying to beguile and fool the doctors of this country 
are likewise doomed to failure, whether they are touting pills or liquids. 
Certainly, some preparations will provide welcome alleviation of the 
aches and pains of the flu victim, but aside from the vaccine there are 
no new wonder drugs for Asian flu on the market today. Repre- 
sentations to the contrary are false, misleading and shameful. 

We in the Food and Drug Administration shall do all we can to 
stop these abuses. You, the pharmacists of this Nation, can play a 
vital role in educating the public and dispensing the truth. 

We appreciate this opportunity of meeting with you and dis- 
cussing important matters of current interest. We appreciate the 


strong support the profession of pharmacy has been giving to good law 


enforcement, and we look forward to continued cooperation that will 
work to our mutual benefit and to the benefit of those we both seek to 
serve—the Nation’s consumers. The future is bright. We approach it 


with confidence. [The End] 


FEDERAL AGENCIES TO SCRUTINIZE 
CLAIMS RE ASIAN-FLU DRUGS 


Two federal agencies have announced their intention to take prompt 
action if manufacturers make false or misleading claims that their drug 
products are effective in prevention or treatment of Asian influenza 
Statements were released simultaneously on October 31 by the Federal 
Trade Commission and the Food and Drug Administration 


In its statement, FDA noted: 


“The . . . Administration . . will take prompt action against 
any false or misleading claims . . . that products of limited benefit can 
effectively prevent or cure Asian flu or its complications. Such claims 
are contrary to the Federal law and the public interest. 


years of extensive research and laboratory investigation have 
shown inoculation with vaccine is the only reliable means of preventing 
influenza. . . . Some drug preparations will relieve some of the discomforts 
of influenza, and these have a proper place in treating the patient.” 

An FTC spokesman said, in part: 

“It is the duty of the Commission to stop false and misleading 
advertising. There is no doubt that the Commission will proceed 
against any person or corporation who attempts to associate 
[a] product with a disease it cannot prevent, alleviate, nor cure. In an 
effort to protect the public, the Commission is actively checking all media of 
advertising. . . . It will be guided by the best medical opinion available.” 





Legal Research Problems 


in Latin-American Food and Drug Law 


By JULIUS G. ZIMMERMAN 


Mr. Zimmerman, Member of the New York Bar and of the American Bar 
Association, Submitted This Paper to Committee IX, Inter-American 
Bar Association, at Its November, 1957 Meeting Held in Buenos Aires 


HE INCLUSION OF A TOPIC “Enforcement of Food and 

Drug Laws in the Americas” in the agenda of Committee IX is 
a very timely decision. It is the first time, to my knowledge, that the 
very important subject of comparative food and drug law has been 
brought to the attention of a professional organization consisting of 
eminent members of the legal profession from all the 21 republics. 


In the United States, the American Bar Association, the New 
York State Bar Association, and a number of other state bar associa- 
tions have been taking an active interest in their own federal and state 
food and drug law for a considerable time. In recent years, the agenda 
of the meetings of the Food, Drug and Cosmetic Law Division of the 
American Bar Association also included reports on the food and drug 
law of Canada and the United Kingdom; in the August, 1954 meeting 
in Chicago, I had the honor to submit a report on “The Food, Drug 
and Cosmetic Law of Latin America.”* In July, 1957, a very im- 
portant international meeting in London on the subject “Control of 
Chemical Additives in Food” sponsored by The Food “Law Institute 
and two British scientific associations was arranged to coincide with 
the London meeting of the American Bar Association and was at 





1 Published in the November, 1954 issue 
of Food Drug Cosmetic Law Journal (Chi- 
cago, Commerce Clearing House, Inc.) 
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tended by many British and American lawyers, government officials 
> : é 4 


and food scientists interested in this field.” 


Suggestion for Review of Entire Food-Drug Law Field 

Now the time has come for the Inter-American Bar Association 
to review the entire field of food and drug law in the Western Hemi- 
sphere ; I suggest that it also include the food and drug law of Canada 
which is extremely well organized and co-ordinated.’ I also suggest 
that this topic be extended in the future sessions of the Inter-American 
Bar Association to include also the substantive food and drug law of 
the Americas and not just the law of procedure dealing with enforce- 
ment methods. 

The turn of the twentieth century inaugurated a new era in the 
field of food and drug legislation all over the world as a result of an 
unparalleled technological development in the manufacture of foods, 
drugs and cosmetics which, in turn, was closely related to an equally 
astounding development of all the sciences concerned with human 
health and nutrition. These developments have been accelerating in 
recent years to such an extent that the law and its enforcement tech- 
niques have been left far behind in most countries. This is not sur- 
prising because of the cumbersome and lengthy procedures usually 
required to change the basic laws and, sometimes, also the adminis- 
trative regulations. In the United States, for instance, lengthy public 
hearings must precede the promulgation or amendment of the regula- 
tions implementing the Federal Food, Drug and Cosmetic Act.. In 
Latin-American countries the government can, as a rule, issue regula- 
tions by executive decree without consulting the public; as the result 
thereof, the greatest part of substantive food and drug law in Latin 
\merica is to be found in the form of executive decrees and depart 
mental regulations. However, the comparative ease with which such 
regulations can be promulgated and the frequent necessity to adopt 
quick measures to cope with urgent problems related to public health 
and welfare, as well as with economic problems, are sometimes respon- 
sible for the promulgation of unco-ordinated and, therefore, contra 
dictory regulations issued by different government departments at 
different times and for different purposes. Very frequently it is also 
omitted to abrogate obsolete provisions found in the older law and 
this, in turn, results in the accumulation of a lot of “deadwood” which 


* Full report published in the August, * Canada’s Food and Drug Laws, by 
1957 issue of Food Drug Cosmetic Law R. E. Curran (1953), published by Com- 
Journal merce Clearing House, Inc. as part of The 

Food Law Institute Series. 
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makes it extremely difficult for anyone to determine the scope of the 
existing law. 

In this connection it may be useful to remember that the body of 
law relating to the manufacture and sale of food, drugs and cosmetics 
is much wider than the rules laid down for the primary purpose of 
protecting public health and which are usually found within the gen- 
eral framework of the “public health” laws. In its wider meaning, 
food and drug law also includes the fiscal laws imposing customs 
duties and excise and other taxes on individual foods, drugs and cos 
netics; the agricultural laws controlling the production of the raw 
materials; the laws dealing with rationing and price controls; and the 
criminal laws designed to curb unfair trade practices and to protect 
the consumer from commercial fraud and exploitation. 


Codifying and Compiling of Latin-American Laws 


This reminder is of particular importance when we consider and 
give due praise and credit to the outstanding work which has been and 
is being done in many Latin-American republics in codifying and com 
piling the laws pertaining to public health and which, of course, include 


‘ 


very important chapters on food, drugs and cosmetics.‘ However, 


these-codes and compilations are usually the work of the health depart 
ments and do not include, as a rule, the laws and regulations issued 
under the sponsorship of other government departments (agriculture, 
commerce, finance). Most of them are also not up to date and, conse- 
quently, the legal text material readily available to and required by 
the lawyers, judges, manufacturers, and other interested persons is 
not complete and must be supplemented by additional material pub 
lished frequently only in the “official gazettes,” the older numbers 
of which are often unobtainable except in the government archives, 
at public libraries or at such institutions as the Pan American Union 


or the Pan American Sanitary Bureau and the United Nations 


If anyone is interested in obtaining old copies of official gazettes 
containing provincial or state legislation in countries such as Argen 





* Argentina: Reglamento Alimentario 
Nacional (National Food Code) of 1953, as 
amended, and Digesto de Salud Publica 
(Digest of Public Health Legislation), 1950 
and 1952: Dominican Republic: Legislacion 
Sanitaria Dominicana y Legislacion Sobre 
Seguridad Social (1953 edition): Colombia, 
Equador, Mexico, Peru and Venezuela: 
official compilations of public-health legis- 


lation, but most of them dated prior to 
1950 

5In the United States, Commerce Clear 
ing House, Inc publishes a loose leaf 
service entitled Food Drug Cosmetic Law 
Reports, on a yearly subscription basis 
which keeps the material currently up to 
date This information is supplemented 
by the publications of The Food Law 
Institute Series 
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tina and Brazil, which are federal republics, his task is an almost 
hopeless one. 

The greatest difficulty in obtaining information about the food 
and drug law of Latin America, and its historical background, is that 
with the exception of Argentina® and Venezuela,’ very little ele 
mentary legal research work has been done in this field and no com- 
plete bibliography or complete listing of all pertinent local laws and 
regulations (food and drug law in the widest meaning) of each of the 
Latin-American republics has ever been published.* This is an enor- 
mous task because of the vast quantity of material which has to be 
collected and much of which is buried in archives. It requires local 
legal research in each country by a group of lawyers experienced and 
interested in this field. Most of the lawyers acquainted with this 
subject matter are in the government services; some of them are 


practitioners advising and representing manufacturers; and some of 


them are professors of law specialized in administrative law and 
procedure. 
Legal-Scientific Liaison 

However, in order to do a thorough job of research in a field, a 
good part of which is closely related to public health and nutrition, 
the legal profession would do well to establish a close liaison and 
co-ordination with the efforts and activities of certain members of 
other scholarly professions—physicians, pharmacologists, chemists— 
who are intensely interested in food and drug legislation, but primarily 
from the point of view of public health or food technology. The divid- 
ing line between a legal and a scientific approach to food and drug 
legislation is difficult to draw and it is, therefore, not surprising that 
a great deal of pioneering work in this field was done by members of 
professions other than the legal profession. Dr. Harvey Wiley, the 
“father” of the first federal food and drug Act in the United States 
was a physician; so is Dr. Jorge Bejarano, the “father” of modern 
health legislation in Colombia. Dr. Carlos A. Grau—the author of the 
first Bromatological Code of Buenos Aires, one of the authors of the 
National Food Code of Argentina and presently chairman of the com- 
mittee appointed by the VI Chemical Congress in Caracas to draft a 
Latin-American food code—is a chemist.® These are just three exam- 
ples, but many more could be cited. 


* Plan Analitico de Salud Publica (1947). Venezuelan health legislation from 1827 
* La Higiene y el Derecho en Venezuela, to 1941. 
by Dr. German Vegas (Caracas, Editorial * Dr. Grau'’s committee is to present a 
Elite, 1942). draft for a Latin-American Food Code to 
* The work by Dr. Vegas referred to in the VII Chemical Congress, which is sched- 
footnote 7 gives a complete listing of uled to meet in 1959. 
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Compilation of Court Decisions an Important Project 


A phase of research which is particularly dependent on legal train 
ing and experience is the collection and annotation of court decisions 
relating to the enforcement of food and drug law. In the United 
States, where the doctrine of stare decisis created a great body of 
“judge-made law,” the job of compilation is of particular importance 
and has been one of the main research projects of The Food Law 
Institute. It is greatly facilitated by the custom of printing and pub 
lishing decisions of federal and state courts of all instances in official 
and private publication series which are part of almost every public 


or private law library. 


In Latin America, court decisions are not binding as “precedent,” 
but the importance of a well-established jurisprudencia in interpreting 
the law is evident. However, there are, to my knowledge, no complete 
collections of court decisions except those of the Supreme Court. 
Reports about interesting litigation appear in law journals and, occa 
sionally, in the press, but commentaries by laymen without legal 
training cannot always be relied upon as authentic source material. 
Apart from that, a great many disputes relating to the enforcement 
of food and drug law are litigated and settled in administrative proce 
dure and are seldom brought to the attention of the public. 


United Nations’ Promotion of Cooperation 


During the last decade, the United Nations and its specialized 
agencies such as the WHO and FAO have taken a very great interest 
in promoting knowledge about the food and drug law of the member 
nations and in preparing the ground for the drafting of internationally 


0 


acceptable uniform rules.’ 


In the field of the law of narcotic drugs, which is governed to a 
great extent by international treaties, the Commission on Narcotic 
Drugs of the Economic and Social Council of the United Nations 
(ECOSOC) in Geneva took over the work pioneered by the League 


of Nations. 


The World Health Organization (WHO) in Geneva and the 
Food and Agriculture Organization (FAQ) in Rome concern them 





” A description of the work of the United “International Aspects of Food and Drug 
Nations and other governmental and non- Legislation,"’ by this writer, in the July 
governmental international agencies and 1957 issue of the Food Drug Cosmetic Lau 
organizations can be found in the article Journal, 
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selves primarily with health legislation and agricultural legislation, 
respectively, both of which include food law. Various joint expert 
committees of WHO and FAO study the problems of “food additives,” 
nutrition, and meat hygiene, and their reports are published and 


available to the general public in English, French and Spanish.” 


Need for Supplementation of WHO and FAO Publications 

Apart from that, both WHO and FAO publish excerpts or, some 
times, the complete text of new laws and regulations adopted by the 
different member nations in the field of food and drug legislation. 
These services are invaluable but they are not necessarily complete 
and need to be supplemented by local legal research."* 

I believe that any fruitful discussion of the important topic of the 
enforcement of the existing food and drug law and of the even more 
important topic of how to improve and modernize the existing law 
depends to a great extent on an easy access to the pertinent legal text 
material and to whatever books or articles have been published on 
A compilation and publication of a complete 
The first 


that subject matter. 
bibliography would be a great help to everyone concerned.’ 


preliminary task, however, would seem to be the inauguration of legal 


research on the local level in each country where such research has 
not yet been organized. The second step would be to co-ordinate this 


work on a regional and international level. 


Recommendations 
I respectfully recommend to this committee : 
(1) To set up a permanent organization for the study of food, 
drug and cosmetic jaw and related subjects with the following tasks: 
(a) To encourage and co-ordinate local legal research in each 
of the Latin-American republics. 


(b) To maintain close liaison with The Food Law Institute in 


’ 


New York, the Law Center of the University of Miami, the Pan 





" These reports are published in the 
Technical Report Series of the WHO and 
in the FAO Nutrition Meetings Report 
Series 

International Digest of Health Legisla- 
tion, a quarterly published by WHO, is 
available in English and French; Food 
and Agricultural Legislation, a loose leaf 
series published quarterly in three separate 
editions (English, French, Spanish) by 
FAO; Current Food Additives Legislation, 


FAO in three 
Span- 


a bulletin published by 
separate editions (English, French, 
ish). 

" Professor Julius Marke, librarian at 
the School of Law of New York University, 
is presently working on a bibliography of 
food and drug law, which will be published 
shortly and will have the size of a book of 
about 1,400 printed pages This bibli- 
ography includes, primarily, books and 
articles published in the English language 
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American Union, the Pan American Sanitary Bureau and all other 
governmental, private and professional organizations which are taking 
an active interest in the study of food and drug law. 


(2) To sponsor the setting-up of local committees, in each coun 
try, which would undertake the task of local legal research and main 
tain liaison with the subcommittee of the Inter-American Bar 
\ssociation, Membership in the local committees would be open to 
lawyers, judges, government officials representing the different gov 
ernment departments, representatives of the food and drug industry, 
and members of other scholarly professions or their professional 
organizations interested in this particular field. The task to be as 
signed to these committees would be as follows 

(a) To compile, classify, index, annotate and, if possible, publish 
the text of all laws, regulations, administrative rulings and important 
court decisions relating to the manufacture and sale of food, drugs 
and cosmetics 

(b) To review all existing legislation and to make recommenda 
tions about eliminating obsolete or contradictory provisions and about 
co-ordinating, modernizing and codifying the legal texts 

(c) To cooperate with the committees appointed by the govern 
ment or the legislature for similar purposes. 

(d) To maintain liaison with the associations of the other schol 
arly professions interested in this field. 

(e) To set up and promote educational programs in the study 
of food-and drug law for lawyers, government officials, and other 
interested persons in cooperation with the logal universities. 

(f{) To keep informed about all international developments in the 
food and drug law and, particularly, the activities of such international 
organizations as WHO, the Pan American Sanitary Bureau, FAO, the 
Pan American Union and the most important semipublic and private 
organizations, 

(g) To maintain in every country one or more reading centers 
with all international publications and an up-to-date bibliography for 
the benefit of all interested parties. [The End] 


CxO 





State Food Laws— 


SNAFU” in 


Mr. Mensor—Manager of Legal California 
Packing Corporation, San Francisco—Delivered His Paper 
Before the Division of Food, Drug and Cosmetic Law, 
American Bar Association, on July 12, at New York City 


Department, 


Introductory 

“Snafu,” as used in the title to this paper, embraces two concepts. 
Its primary acceptance has now found its way into Webster’s New 
Collegiate Dictionary, but it is also used here to indicate “States Not 
Allowing For Uniformity” in this important field of commercial law. 

Notwithstanding early—and later—efforts of others to call this 
state of affairs to the attention of government, industry and the bar,’ 
progress is being made at a snail’s pace. Not more than one half of 
the states have enacted the uniform act in the 17 years since it was 
drafted in 1940.2 So far as I am aware, no one has suggested any 
significant reasons why the act should not be adopted. 

At the outset, and before delving into the archaic provisions found 
in the food laws of some of the states, tribute must be paid to the 
administrative and regulatory agencies of the states for doing at 
least a nondestructive job with the tools at hand. If these archaic 
laws were literally enforced, some surprising and disastrous results 
might occur. On the other hand, their ability to do a constructive 
job is seriously impeded because they do not have a workable statute. 

3y way of background and possible explanation for the origin 
of this state of affairs, it is to be noted that whereas governmental 





* Uniform State Food, Drug and Cosmetic 


Bill endorsed by the Association of Food 
and Drug Officials of the United States. 
CCH Food Drug Cosmetic Law Reports 
{ 25,102: Vernon and Depew, General State 
Food and Drug Laws, p. xii: Report of the 
Citizens Advisory Committee on the Food 
and Drug Administration (June, 1955), 
p. 72: Johannes, ‘‘Need for Suitable State 
Legislation,’’ 4 Food Drug Cosmetic Law 
Quarterly 186 (June, 1949); Prentice, ‘‘The 
Food Industries Need Uniform Food 
Laws,’ 4 Food Drug Cosmetic Law Quar- 


terly 502 (December, 1949): Stapleton. 
“Administration and Enforcement of State 
Food and Drug Laws,"’ 10 Food Drug Cos- 
metic Law Journal 794 (November, 1955) 
O'Meara, ‘‘Life In a Weights-and-Measures 
Jungle,’’ 11 Food Drug Cosmetic Law Jour- 
nal 538 (October, 1956): Kerr, “‘A Study in 
Confusion,"' 12 Food Drug Cosmetic Lau 
Journal 99 (February, 1957) 

* Sullivan, ‘‘Problems Encountered in En- 
forcing State Food, Drug, and Cosmetic 
Laws,’ 6 Food Drug Cosmetic Law Journal 
817 (November, 1951) 
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By MELVIN E, MENSOR 


rrotection of the consumer dates back at least to 300 B. C., in this 
] 


country the first attempts to regulate domestically produced food and 
drug products were made by the states rather than the federal gov- 
ernment.* Furthermore, approximately 18 states have food laws 
patterned on the first federal Act, the Federal Food and Drugs 
Act of 1906.* 
Where We've Been 

Before getting into the specific defects of many state food laws, let 
us turn our attention to some of the ludicrous features found in the 
laws of a few states: 

(1) The pure food and drug law of one state (unnamed) con- 
tains no seizure provision in the usual sense and provides only criminal 
penalties, but now hear this: 


Whenever anyone has been taken into custody for the violation of ; 
[the adulteration section] any apparatus or machinery used in such violation 
shall be confiscated by the arresting officer and shall be used as evidence against 
the alleged violator. After the trial and conviction of the alleged violator 
such apparatus or machinery shall be destroyed. 


Suffice it to say that no reported case has been found wherein the 
state has attempted to enforce the mandatory-confiscation section. 

(2) In another anonymous state, we find a provision in the food 
and drug law that: 


All contracts for the sale of any product in violation of the provisions of this 
title shall be void; no action shall be maintained in any court for the purchase 
price or value of any product the sale of which is thereby prohibited; nor shall 
any person be liable for the price or value of any product furnished in violation 
of any of its provisions. 





*67 Harvard Law Review 633-634. and Drug Administration, p. 73, 10 Food 
* Report to the Secretary of Health, Edu- Drug Cosmetic Law Journal 453 (August, 
cation, and Welfare, June, 1955, by the 1955). 
Citizens Advisory Committee on the Food 


691 





PAGE 692 FOOD DRUG COSMETIC LAW JOURNAL—NOVEMBER, 1957 


(3) Here the féod and drug law deals only with adulterated 
products and ignores misbranding. A food is deemed adulterated if, 


among other possibilities, “it is sold under a coined name and does 
not contain some ingredient suggested by such name or contains only 
an inconsiderable quantity” or “if the package containing it or any 
label thereon shall bear any statement regarding it or its composition 
which shall be false or misleading in any particular.” These, of course, 
are more in the realm of misbranding than adulteration and, while 
the classification might not be too important, the results are. That 
law further provides: “The adulterated article shall be forfeited and 
destroyed.” Since the statute ignores other types of misbranding, 
there is a serious discrimination against the mentioned violations as 
contrasted to another food in package form which fails to bear the 
common or usual name of such food, or the name and address of the 
manufacturer or distributor, or a statement of quantity. None of these 
are violations of the law of that state. 


(4) Some of the older state food laws do not contain any require- 
ment that food in package form include on the labeling a statement of 
quantity, but merely provide that, if such a statement is contained, 
the product is misbranded if the statement as to quantity is not plainly 
or correctly stated. Precisely, the language in one such state is: 

food shall be deemed misbranded . . . 3. If in package form, and the 
contents are stated in terms of weight or measure, the net weight or measure 
is not plainly or correctly stated on the outside of the package.’ 

The Attorney General of Idaho so construed that statute, stating: 
“Apparently there is no requirement that the weight be stated.” ° 


Of course, illustrations of such antiquated laws are by no means 
limited to the field of food legislation. On the main page of the 
San Francisco Chronicle “Sporting Green” of Thursday, February 21, 
1957, there was a picture of a prize fight between then middleweight 
champion Gene Fullmer and Ernie Durando with a headline over the 
picture reading: “And Where Were the Denver Gendarmes?” The 
article reports upon the outcome of the prize fight, held at Denver, and 
points out that the holding thereof was illegal under a provision of 
the city charter in effect since 1904, reading: “The police force shall 
not permit any prize fight, bull fight, glove contest in the nature of 
a prize fight or similar exhibition.” The article went on to state that 
no one can recall the police ever trying to stop a contest in the 





5Idaho Code Annotated, 1947, Vol. 7, *CCH Food Drug Cosmetic Law Reports 
Sec. 37-210 f 85.101 
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Colorado capital, notwithstanding that the auditorium in which such 
contests are held is right across the street from a police station. 


One cannot take complete comfort, however, in the realization 
that state and municipal agencies will exercise good judgment and 
common sense because sometimes it is necessary that action be taken. 
Departing from the isolated situations which I have previously pointed 
out, we are faced with this reality: The food laws in seven states 
require that adulterated or misbranded foods either be destroyed or, 
in some instances, the court has the discretion of selling the con 
demned products; after deducting legal costs, the proceeds are paid 
to the state. No authority is given to the court to permit the con- 
demned products to be brought into compliance with the statute by 
reprocessing or relabeling. These states are Colorado, Georgia, Idaho, 
Minnesota, Nebraska, Vermont and Virginia. Furthermore, adulterated 
(but not misbranded) foods are similarly required to be destroyed or, 
in some cases, sold, with proceeds going to the state in Michigan, 


Mississippi and West Virginia. 


Where We Are 


Inconsistency.—Let us turn our attention now to the broad ques 
tion of uniformity or the lack of it in the administration and enforce- 
ment of food laws by state agencies. Uniformity of legislation among 
the states, and to the highest degree possible with the Federal Food, 
Drug, and Cosmetic Act, is to the best interest of all concerned.’ 
{t should, of course, be self-evident that, since legislation of this type 
is almost exclusively for the benefit of the consumer, the total effect 


of such legislation must have serious consideration. 


It takes but little imagination to visualize the prohibitive cost of 
legislation to the consumer if we were to have 48 different kinds of 
state laws and still different laws in the territories.* For example, 
a food packer having national distribution could conceivably, under 
such circumstances, have to make some 50 different packs of each 
item he handles, in order to meet some 50 different requirements for 
the same basic item. What that would do to the economics of packaged 
foods no one could perhaps accurately predict, but suffice it to say it 
would place the cost beyond reach of most of the consumers whom 


the laws were intended to protect. Such a nightmarish situation is 





* See footnote 2 *Schipa, ‘““‘The Desirability of Uniform 
Food Laws,"' 3 Food Drug Cosmetic Lau 
Quarterly 518 (December, 1948) 
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only reduced in degree by minimizing the number of such conflicting 
laws. Unless the federal Act fails to safeguard the health and pocket- 
book of the consumer, no sound reason exists as to why a uniform act 
patterned after it should not be uniformly adopted by the various states. 


I have no intention of delving into the question of constitutionality 
of state food laws, which question may be, and is, frequently raised 
by reason of possible conflict with the federal Act.® It has been 
pointed out that: 

Cooperation between the FDA and analogous state agencies has minimized 
conflict at the operating level, in spite of overlapping state and federal jurisdic- 
tion . . . . Although a state clearly has jurisdiction over goods produced and 
sold therein, uniformity of treatment between these goods and those in inter- 
state commerce seems desirable. This has been substantially achieved in some 
twenty-nine states through adoption of a Uniform State Food, Drug and 
Cosmetic Bill, closely patterned after the federal Act.” 


While the exact number of states which have enacted the uniform 
act is not too important, I question that the number is that high. 
In the first place, the list in the CCH Foop DruG Cosmetic Law 
Reports is of states having statutes patterned on the federal Act. Close 
examination of the statutes of those states will show that several 
deviate so far from the uniform act as to sacrifice to a considerable 
extent the uniformity desired. The Report of the Citizens Advisory 
Committee on the Food and Drug Administration shows that at the 
time of its study only 16 states had enacted statutes patterned on the 
1938 federal Act. 


Tribute must also be paid to the association of administrative and 
regulatory agencies of the states for having seized the initiative in 
adopting the uniform act back in 1940, but two short years after 
enactment of the Federal Food, Drug, and Cosmetic Act of 1938. 
Credit has heretofore been given to our distinguished chairman, Mr. 
Charles Wesley Dunn, for drafting the model act.*' Certainly, no 
blame can be placed on the Association of Food and Drug Officials of 
the United States for the failure of state legislatures to enact such 
legislation. It is, of course, not important to lay blame. What is 
important is that all parties concerned with the regulation of the food 





* Christopher, ‘‘Federal Questions in the Field of Food and Drugs,"’ 12 Food 
State and Local Food and Drug Laws,” Drug Cosmetic Law Journal 263 (May, 
10 Food Drug Cosmetic Law Journal 261 1957). 

(May, 1955), and ‘‘Constitutional Questions ” Journal cited at footnote 3, at p. 636 
in the Regulation of Food and Drugs by “ Miller, *‘Uniform Food, Drug and Cos- 
the States,"’ 7 Food Drug Cosmetic Law metic Laws,"’ 8 Food Drug Cosmetic Law 
Journal 638 (October, 1952): Harper, ‘““‘The Journal 302 (May, 1953). 

Impact of Federal Law upon State Law in 











STATE FOOD LAWS PAGE 695 


industry lend constructive efforts to adoption of uniform legislation 
in all of the states. 


Turning to the uniform act, we find that, although it has 24 
sections, for our purposes perhaps 13 can be considered as critical 
to food legislation. These are “Definitions,” “Prohibited Acts,” “Injunce- 
tive Relief,” “Misdemeanor,” “Seizure,” “Food Standards,” “Defini 
tion of Adulteration,” “Definition of Misbranding,”’ “Emergency 
Permit Control,” “Tolerances for Added Poisonous Substances,” 
“False Advertising,” “Hearing Procedure for Adoption of Regula 
tions” and “Inspection.” Since the Territories of Alaska, Hawaii and 
the Commonwealth of Puerto Rico have adopted the uniform act and 
since the District of Columbia is governed by the federal Act, I will 
restrict my following comments to the 48 states. 


Inadequacy.—Looking at the problem which we find today in the 
48 states from the viewpoint of the 13 essential features, I find the 
following: 

(1) Approximately 26 states either have no such provision or 
inadequate provisions in connection with six essential features. 

2) There are 18 states either having no such provision or inade 
quate provisions in connection with three other essential features. 

(3) There are six states either having no such provision or inade- 
quate provisions in connection with three other essential features. 

(4) Finally, 13 states are defective in the remaining feature. 

This should give you some idea of the handicap under which a 
large number of our states are operating in this field. Particularly ts 
this so when you realize that six states ** have absolutely no right 
whatsoever to inspect factories and seven states have absolutely no 
right whatsoever to make seizures."* 

Considering that there are 26 states which are without either 
the power to seek injunctive relief or to invoke the emergency permit 
control, it becomes apparent that the ability of such states to cope 
with dangerous situations is considerably hamstrung. Of course, | 
am not excluding the possibility that there might be other procedures 
available for the purpose at common law or otherwise. It does not 
seem prudent, however, to leave such serious situations to chance 
By way of illustration: If an intrastate operator were to commence 





% Delaware, Massachusetts, Nebraska, * Delaware, Iowa, Mississippi, Montana 
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the preparation and distribution of a food product which is believed 
to be contaminated and injurious to health, the state should be clearly 
provided with power to act before the harm is done. It is not in the 
best interest of the public to be limited to resort to penalty action. 
The problem is compounded in seven of those same 26 states because 
their food laws do not even give them the right of seizure. 


Immobility—A few of the states not having the uniform act have 
actually enacted as a part of their state food law standards of identity 
for certain specific foods. This seems questionable practice, for the 
principal reason that each time a new standard is to be adopted or an 
existing standard is to be amended or repealed, action of the state 
legislature is necessary.’* It is inconceivable that such legislative 
action can be handled expeditiously and, at the same time, afford to 
the parties concerned adequate opportunity to be heard. All of us 
are sufficiently familiar with the legislative process to know that the 
members of the legislature neither have the experience to deal properly 
with technical matters nor the time to devote to them. 

Wisconsin is one such state. Its attorney general rendered an 
opinion ** in 1950, pointing out that most of the food standards were 
written into its statute promptly after adoption of the first federal 
Act in 1906 and that, as a consequence, conflicts and inconsistencies 
have developed. He stated: 

You ask whether or not the Wisconsin statute may be enforced as a valid 
prohibition against the sale of all canned vegetables conforming to the federal 
standards but containing optional ingredients not recognized in the state 
standards. 

After pointing out that he was accepting the assumption made 
in the Department of Agriculture’s letter that such foods would not 
be deleterious and that it would be difficult to justify the state position 
on grounds of necessity to prevent fraud and deceit, he stated that 
in his opinion the Wisconsin law would be invalid and unenforceable 
since it would be in direct conflict with federal regulation, citing 
McDermott v. Wisconsin, 228 U.S. 115. 

Undoubtedly as a result of the opinion of the Wisconsin Attorney 
General, its food and drug law was amended in 1951,* but in a some- 
what peculiar manner. It continued in the statute definitions and 
standards for certain food products and then vested in the department 
of agriculture authority to fix by regulation definitions and standards 





1% Crowell, ‘“‘New Hampshire Food and % CCH Food Drug Cosmetic Law Reports 
Drug Law."’ 9 Food Drug Cosmetic Law © 85,127. 
Journal 513, 517. * Ch. 713, Wisconsin Statutes, 1951 
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of identity, quality and fill of container for foods after first helding a 
public hearing. It further provided, however, that regulations and 
standards so promulgated were not to become effective until approved 
by joint resolution of the legislature. By Joint Resolution No. 51, S. 
the Wisconsin legislature approved General Order No. 150 of the 
department of agriculture, prescribing definitions and standards of 
identity for canned vegetables and tomato products. It is apparent 
that revisions or additional standards will continue to require legis- 
lative action. Furthermore, some—at least—of the standards for 
canned vegetables and tomato products do not conform to the federal 
standards, and the problem may still remain as to whether or not 
Wisconsin law in such respect might still be held invalid and unen- 
forceable for the reason that it is to such extent in direct conflict with 
federal regulation. 


Injustice.—The question also arises whether—in those states where 
the uniform act has not been adopted or even in a state where the uniform 
act has been adopted, but standards of identity are in conflict with 
federal standards—there is a discrimination against locally manu 
factured products in contrast to products of out-of-state manufacturers. 
In other words, if the state law is in conflict with federal regulation 
and, hence, the state law must yield as to out-of-state products, it 
might not have to yield as to local products moving solely in intra- 


state commerce. There could be no conflict of laws in such a case. 


Hence, such a local product would probably have to conform to 
state law even though competitive products of out-of-state manu 
facturers might not. This could hardly have been the intent of the 
legislature, but it seems that such a result might well occur. 


Inaccessibility—It is to be noted that the uniform act, while per- 
mitting the appropriate state agency or officer to adopt standards of 
identity, standards of quality and standards of fill of container, pre- 
scribes that the same “shall conform so far as practicable to the 
definitions and standards promulgated under authority of the Federal 
Act.” *" Since the regulatory actions of state departments are not 
readily available in most law libraries, there is no convenient manner 
in which to determine how many states which have enacted the 
uniform act may also have exercised the regulatory process of adopting 


standards. 
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You may be interested in knowing, however, that in California our 
pure-foods act vests authority in the state board of public health to 
promulgate regulations establishing such standards.’* It further pro- 
vides that such regulations 

shall not require higher standards and shall not be more restrictive than 
the . . . standards . . . which are in force, or promulgated by the Federal 
Security Agency, Food and Drug Administration, under the provisions of the 
federal act or by the Animal Foods Inspection Division of the United States 
Department of Agriculture i= 

Pursuant to such authority, our board of public health promulgated 
regulations adopting the standards for canned fruits and canned 
vegetables promulgated by the Federal Security Agency, Food and 
Drug Administration, under the federal Act.*”” In doing so, our board 
of public health set forth in each instance the text of the federal 
standard being adopted. Such treatment of the problem is advantageous 
in two respects: (1) Regulatory action is best suited for the purpose. 
(2) The desired uniformity with federal law is accomplished. 

In considering whether uniformity in state food laws is desirable, 
there must be taken into account the ability of those regulated to 
comply voluntarily. While, of course, it is a hackneyed expression to 
say that “ignorance of the law is no excuse” for violation thereof, | 
submit that ignorance of the law might be an excuse in the practice 
of preventive law. Certainly, in this day and age, no industry nor 
any substantial segment thereof would knowingly violate the law. 
But how is one to avoid violating what one does not know? As 
Charles W. Crawford, then Commissioner, stated to this division at 
its September, 1951 meeting : 

The high degree of compliance with the requirements of the Federal Food, 
Drug, and Cosmetic Act has been brought about in part by enforcement activities. 
But a more important cause is the disposition of the regulated industries generally 
to comply with both the letter and spirit of the law. The degree of compliance 
by most manufacturers is limited only by their knowledge of what the law requires.” 

The food industry—through its trade associations, such as National 
Canners Association and Grocery Manufacturers of America, Inc., and 
by other means—has constructively endeavored to understand and 
observe the Federal Food, Drug, and Cosmetic Act. Most of you 
know that for many years past there have been standing industry 
committees on such matters as food standards, for example. Through 





'% Deering’s California Health and Safety * “Gaps in Consumer Protection Under 
Code, Sec. 26540. the Food and Drug Law,”"’ 6 Food Drug 

” Deering’s California Health and Safety Cosmetic Law Journal 807, 816 (November, 
Code, Sec. 26542 1951). 


* California Administrative Code, Tit. 17, 
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these committees the industry cooperates with the federal govern- 
ment in the development of proper food standards. Also, this industry 

through such associations—has cooperated with the federal gov- 
ernment in desirable amendments to the federal Act to make it 
more effective. 

Members of these associations are kept informed as to changes 
and interpretations of the federal Act and regulations. As a con- 
sequence, they are in a position to know what the law is and to take 
the necessary steps to conform to it. 

Contrast this situation at the federal level with the confused 
Situation at the state level. I think I can safely say, without reflecting 
on the professional ability of anyone present in this room, that there 
is no one here who is in a position of telling his client—whether it be 
the sole client for whom he works, or otherwise—that the products 
which it packs and the labels which it places on them are in conformity 
with the food laws of all of the states in which such products may be 
sold.2* Until the publication in 1955 of General State Food and Drug 
Laws, by Vernon and Depew, a lawyer did not even have available 
to him, in any workable form, the state food laws. True, he probably 
could go to one of the better law libraries and dig out the applicable 
laws at his client’s expense, but that is about the only way he could 
do the job. Even with the benefit of the book cited, a lawyer still can 
not know whether the state laws as set forth therein are current. 


Even after the lawyer has collected what he hopes to be the current 
state laws which may be applicable to his client’s products, it is a 
Herculean task to review those laws and to attempt to determine 
whether his client's products are in conformance therewith. This 
still leaves the problem of compliance with regulations of the state 
agencies, which may be adopted pursuant to such laws. 


It is not a healthy condition for either private persons or business 
organizations to have to operate in ignorance of the law. Unfortunately, 
however, that condition most likely exists for a substantial segment 
of the food industry in a substantial number of states. It is virtually 
impossible for the food industry to render to state food legislation 
the same voluntary compliance efforts which it renders to the federal 
program. The obvious objective was touched on by Carlos Campbell 
of the National Canners Association in May in an address at the 
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Sixty-first Annual Conference of the Association of Food and Drug 
Officials of the United States, at Louisville, Kentucky. Among other 
things, Mr. Campbell stated that the National Canners Association 
attempts to encourage compliance with food and drug regulations 
through the operation of a three-phase program: 

(1) Analyze and explain to the industry all laws and regulations so that 
every canner understands them clearly. 

(2) Supply the canner with information which will equip him with the knowl- 
edge of how he should process and otherwise handle his packing operations to 
comply with the regulations. 

(3) It is necessary to see that the member actually understands how to use 
the information supplied, and also to put forth every effort that is feasible in a 
voluntary association to insure that he does use the information. The Associa- 
tion’s obligation to its members in this connection is not fully discharged by 
merely supplying the information. 

If the uniform act were adopted in all of the states, constructive 
efforts of this type would be feasible. The members of the food industry 
would know what they need to do in order to comply with state food 
legislation. Needless to say, under such circumstances, too, the 
administration and enforcement of state laws would be more effective. 
Probably, in most cases, products which were in violation of state law 
would also be violative of federal law. Conflicts of law would largely 
be nonexistent. 

Such compliance with state laws as presently exists is either coin- 
cidental or came about the hard way. By the latter, I mean that particular 
packers have either had a seizure made or a warning of seizure unless 
some change in labeling, for example, were made. In the situation that 
I am discussing, the labeling of the food product had met fully the 
federal requirements. But the packer, unless it wished to risk litigation, 
had no choice but thereafter to make special labels in order that its 
product might be sold in that state. In most instances of this kind 
in which I have had any experience, the change was not one for which 
any real cause existed. It was simply that the state law or regulation 
happened to differ from the federal. 


Incompatibility——-A realm in which there is sometimes a snafu, 
even within a given state, occurs in trying to reconcile a weights-and- 
measures law with a food law. Some weights-and-measures laws con- 
tain provisions which seem to purport to deal with weight declarations 


4 


on packaged foods.** Two illustrations follow: 





*% New Jersey Weights and Measures Business and Professions Code, Secs 12023, 
Law, Revised Statutes of New Jersey, 1937, 12107 and 12211. 
Secs. 51:1-1—51:1-134; Deering'’s California 
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(1) In 1955, the Supreme Court of New Jersey had before it 
appeals by the state from reversals of convictions of Safeway Stores, 
Inc. and Hotel Bar Foods, Inc.** The local weights-and-measures 
officials had found some packaged butter slightly below the label 
weight. If the 1911 statute were applicable, the convictions of mis 
demeanor may have been proper because that Act prohibited, in rather 
broad terms, selling at below represented weights. It was held, how 
ever, that the 1911 law was not applicable to packaged foods, but 
that the 1916 law was. The 1916 law provided that reasonable varia 
tions tolerances and exemptions as to small packages shall be permitted 
and that the state superintendent of weights and measures shall fix 
“such tolerances and exemptions as to small packages as shall have 
been or may hereafter be fixed by the Secretary of the Treasury and 
the Secretary of Agriculture,” etc. The state superintendent never 
adopted any regulations. The federal government did. In affirming, 
the Supreme Court of New Jersey stated that: 

In its effort to achieve uniformity the legislature may adopt Federal laws 
and regulations then in effect without setting them forth in detail in the State 
enactment. But unless the legislature may also, in the same enactment, provide 
suitably for the State’s immediate adoption of amendments to the Federal laws 
and regulations, the State’s policy of uniformity would, as a practical matter, 
soon be defeated. See Alaska Steamship Co. v. Mullaney, supra, 180 F. 2d at 822, 
where the Court aptly remarked that delegations ‘must be judged in the light of 
what is practical’. Although the authorities are in substantial conflict, there are 
reasoned decisions which tend to support the view (so highly desirable for cur- 
rent times) that a State legislature, in dealing with products such as packaged 
foods (which generally travel in interstate commerce and are properly subject 
to extensive Federal regulation), may constitutionally provide that its Administra 
tor’s regulations shall be brought into conformity with pertinent Federal regula- 
tions as they are duly promulgated and amended from time to time [citing cases] 


I should call your attention here to the fact that the New Jersey 
food law does not require any quantity declaration on the label. Thus, 
in this instance there was no conflict of a weights-and-measures law 
with a food law, but rather a misconception as to which of the weights- 
and-measures laws was applicable. I might also point out that New 
Jersey is one of the states listed as having a statute patterned after 
the federal Act. In this respect, as in others, the state food law deviates 
from the uniform act to such an extent as to fall short of the desirable 
uniformity. 

(2) My home state of California serves as an illustration of an 
apparent overlap of a state weights-and-measures law with a food 
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law. Certain sections of our weights-and-measures law * deal with 


quantity declarations on commodities, and provide penalties for viola- 
tions of them. ‘At the same time, our pure-food law has a provision *° 
in the misbranding section identical to the uniform act and which, of 
course, calls for a quantity declaration. One section of the weights- 
and-measures law provides: 

Whenever a package or container is found to contain a less amount than 
that represented, the sealer shall in writing order same off sale and require that 


an accurate statement of quantity be placed on each such package or container 


before same may be released for sale by the sealer in writing.” 


Since there seemed to be some question as to the right to prescribe 
tolerances to allow for reasonable variations in administering weights 
and measures, the department caused to be introduced in the 1957 
session of our legislature S. B. 961 to amend the section last quoted 
so as to authorize rules and regulations providing for such variations. 
In order to avoid conflict with the variations permitted by the federal 
Act, the food industry in California prevailed upon the department to 
accept an amendment to the bill so that the regulations so adopted would 

not require higher standards and shall not be more restrictive than regula- 
tions, if any, promulgated by the Department of Health, Education, and Welfare, 
Food and Drug Administration, under the provisions of the Federal Food, Drug 
and Cosmetic Act. 

As you know, the federal Food and Drug Administration has 
promulgated regulations establishing permitted variations from stated 
quantity declarations.” 


It was the position of our department of agriculture, as a part of 
which the bureau of weights and measures operates, that a literal 
interpretation of the weights-and-measures law prior to the proposed 
amendment would make illegal the sale of an individual package of 
food below or above the stated quantity notwithstanding that the 
average of the packages in the lot met the stated quantity. Should 
such be the case, you would have the strange situation where packaged 
food which was entirely lawful under the federal Act would be unlaw- 
ful under the state weights-and-measures law. If this bill is enacted, 
there should be complete harmony between our weights-and-measures 
law, our pure-food Act” and the federal Act in so far as concerns 
quantity declarations on packaged foods. 





* See footnote 23. * 21 CFR 1.8, CCH Food Drug Cosmetic . 


* Deering’s California Health and Safety Law Reports { 1116. 

Code, Sec. 26491. * Deering’s California Health and Safety 
* Deering’s California Business and Pro- Code, Secs, 26541-26542. 

fessions Code, Sec. 12211. 
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Where Are We Going? 


Current Trend.—While it is somewhat encouraging to note that 
during the 1957 legislative sessions the uniform act was enacted in 
Colorado and Utah and bills proposing enactment were introduced 
in Ohio and Texas (the fate of these bills was not known at the time 
of this writing), strange things continue to happen in this field of 
legislation. For example, the GMA Legal Bulletin, published by 
Grocery Manufacturers of America, Inc., dated May 16, 1957, called 
attention to Florida H. B. 511. That bill would permit summary de 
struction by an authorized agent of the state board of health in the 
case of perishable foods containing any filthy, decomposed or putrid 
substance, or that may be poisonous or injurious to health, or other 
wise unsafe. 

\t the time the bill was introduced, the uniform act was in effect 
in Florida, which act contains a substantially identical provision ex 
cept that the uniform act is administered by the Florida Commissioner 
of Agriculture. The purpose of Florida H. B. 511 is not known; but 
if it was merely to vest in the state board of health summary destruc 
tion of such articles, the question arises as to whether it was intended 
that dual jurisdiction should exist. If not, then repeal should have been 
proposed of the existing provision of the uniform act. In any event, it 
seems questionable practice either to have dual jurisdiction or to have 
the state board of health concerned with perishable articles of food 
and the commissioner of agriculture concerned with all other articles of 
food. 

Recommendations.—(1) Considering the existing lack of uniformity 
between federal law and the law in many of the states, high tribute 
must be paid to the state food law officials for keeping disruptions at a 
minimum. Nevertheless, no good reason seems to exist as to why 
this most important field of commercial law should be neglected by 
our state legislatures. In all probability, your state food officials would 
welcome any support that you might be in a position to lend toward 
enactment of the uniform act in the remaining states.*° 

(2) Undesirable legislation could largely be avoided if the states 
could be encouraged to utilize the Association of Food and Drug 
Officials of the United States as a clearing house on proposed legislation. 

(3) Possibly, this division could authorize its standing committee 
on uniform state food, drug and cosmetic laws to offer to cooperate 





* Miller, work cited at footnote 11, at 
p. Xt 
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with the Association of Food and Drug Officials in being of service to it 
or to any of its members in connection with proposed legislation in 
this field. As problems arise in the various states, the views of this 
committee would be available as to the application, if any, of the 
existing state law to the problem; and in states where the uniform act 
is not in effect, it could point out the manner in which the problem 
is dealt with under the uniform act. It would be hoped that, in this 
manner, unnecessary and undesirable legislation by the states could 
be avoided and use of the uniform act encouraged. 

(4) If such offer of cooperation were to be made by this division 
and accepted by that association, perhaps the association would make 
known to its members by circular the existence of the cooperative 
arrangement. The bulletin could invite the submission of inquiries 
to the association where corrective legislation seems indicated. This, 
of course, should be done well in advance of introduction of a bill in 
the state legislature. The association in most cases would probably 
seek the views of the committee and make the same known to the 
state wherein the problem arose. 


Conclusion 

The existing snafu is, of course, recognized by all parties who 
have any extended experience in this field. The appropriate vehicle 
to provide the desired uniformity has been available for almost 17 
years by virtue of the uniform act endorsed by the Executive Com- 
mittee of the Association of Food and Drug Officials of the United 
States. Utilization of the vehicle can possibly best be urged by the 
industry, counsel for which are represented in this division of the 
American Bar Association. The foregoing recommendations are not 
so ambitious as those proposed by Mr. Carl R. Miller to the New 
York State Bar Association Section on Food, Drug and Cosmetic 
Law at its 1953 annual meeting * and would not seem to impose any 
real burden on the members of this division. I am also mindful of 
the fact that other members of the bar have urged upon this division 
various means to accomplish the desired objectives.** It is earnestly 
suggested that the executive committee of this division consider the 
recommendations herein contained or alternative ways of furthering 
the interests of the public, industry and government by promoting 
uniformity in the area of state food legislation. [The End] 


™ Miller, work cited at footnote 11, at # Prentice, work cited at footnote 1, at 
p. 305 p. 508. 
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The Power to Destroy 


By RICHARD G. MOSER 


Mr. Moser—of the New York City Law Firm of Patterson, Belknap & Webb 
—Delivered This Speech at the July 12 Annual Meeting of the Division 
of Food, Drug and Cosmetic Law, Section of Corporation, Banking and 
Business Law, American Bar Association, Held at New York University 


HREE SECTIONS of the Federal Food, Drug, and Cosmetic 
Act contain sleeping giants which could at any moment rise up and 
destroy an innocent, unsuspecting manufacturer of harmless products. 


It is a fundamental principle of our form of government that laws 
must be uniformly applicable to all citizens alike and that the ad- 
ministrators of laws must be limited by measurable external standards 
Yet we find—hidden behind the innocuous-looking provisions of Sec- 
tion 402(a) (3), relating to foods; Section 501(a) (1), relating to drugs; 
and Section 601(a)(1), relating to cosmetics—a power vested in the 
Food and Drug Administration to seize arbitrarily and without limita- 
tion any product it deems to be adulterated. 


The dangers lying behind this innocent facade were first brought 
to light by Judge Jerome Frank of the United States Court of Appeals 
for the Second Circuit in one of those incisive but charming dissents 
for which he was famous." It is not easy to find a terrifying danger 
of fundamental injustice in 449 cases, more or less, of tomato paste 
sold in bulk and charged with consisting “in whole or in part of 





1U. 8. v. 449 Cases of Tomato Paste, 
CCH Food Drug Cosmetic Law Reports 
{ 7287, 212 F. (2d) 567 (CA-2, 1954). 
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any filthy, putrid or decomposed substance.” But Judge Frank did 
it in a manner that should serve as fair warning to anyone who thinks 
he is safe from unfair or arbitrary confiscation of his property. 


Seizure of Imported Tomato Paste 


The case involved an unfortunate importer of tomato paste, 
who wisely (but, as it turned out, not wisely enough) took the precau- 
tion of providing in his contract of purchase that payment of the 
$9,000 purchase price could be withheld until the shipment was re- 
leased from bond on approval of the Food and Drug Administration. 
The shipment was inspected and approved and, on its release, the poor 
importer paid the $9,000. Three months later, the tomato paste was 
reinspected and was seized as adulterated. 


Now, what did this adulteration consist of? Like all tomato paste, 
it contained minute particles of mold which could not be tasted, 
which could be detected only through a microscope and which did not 
render the product injurious to health in any way whatsoever. The 
produce was safe, healthful and harmless, and yet the importer lost 
his $9,000 worth of merchandise because the Food and Drug Adminis- 
tration on second guess decided that it was adulterated. 


The importer, in desperation, consulted counsel, who succeeded in 
persuading a federal district court that such a seizure was unjust 
and that the tomato paste should be released. Unfortunately, there 
stands over the trial judge an appellate court which is more remote 
than he from the feel and touch of common justice. On appeal, the 
trial judge was soundly reversed on the ground that a food is adul- 
terated if it contains any “filthy, putrid, or decomposed substance” in 
any quantity whatever, irrespective of whether the substance causes 
the product to be harmful. 


Otherwise" Limitation 


Note that in the food section the words “filthy, putrid, or de- 
composed substance” are followed by the words “or if it is otherwise 
unfit for food.” As every lawyer knows, on the principle of ejusdem 
generis the word “otherwise” imposes a limitatidn and, according to the 
established rules of statutory construction, a food would be adulterated 
only if it contained a filthy, putrid or decomposed substance in such 
amount or character as to render it “unfit for food.” 
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Moreover, this act is criminal in character. The ordinary rule is 
that such laws must be construed strictly in favor of the accused. 


Apparently, however, when federal courts are considering the 
limits of administrative authority, they do not apply the usual rules 
of construction. The only rule seems to be that, if possible, the ad- 
ministrator must be given as wide power as is permissible under the 
Constitution, irrespective of the statutory language. 


In the importer’s tomato-paste case, the court construed the statute 
as if the word “otherwise” were not there. In another similar case 
decided later by the Seventh Circuit, the court frankly admitted that it 
was treating the word “otherwise” as if it were not in the statute.’ 


When the importer’s tomato paste was seized, he at least had 
grounds for hope because the statutory language was so clearly in his 
favor. No such hope is available to the manufacturer of drugs or 
cosmetics, since the words “filthy, putrid, or decomposed” are not 
followed by the “otherwise” phrase, which was applicable to foods 
before the court read it out of the statute. 


The words “filthy, putrid, or decomposed” are horrible sounding 
words and one’s natural inclination is to shudder at the thought of any 
product containing such degrading matter. Yet we know that every 
preserved food on the market, probably without a single exception, 
contains at least a small quantity of some “decomposed” substance. 


Determination of What Is Subject to Seizure 

So what is subject to seizure and what is not? The courts have 
suggested, without holding, that the principle of de minimis might apply. 
But if the contaminating substance is undetectable except with a 
microscope and is present in so small a quantity that it is completely 
harmless, how far down do you have to go to reach the de minimis 
storm shelter? 

By several sections of the Act, the Secretary is required to estab- 
lish standards and tolerances which will serve as a guide to industry 
and as a protection to manufacturers who meet such tests.’ But no 





of fresh fruits and 405(2), fresh vegetables 
and food to be reprocessed or repacked; 
Sec. 406(a), creating tolerances for poi 


2U. 8. v. 1,500 Cases . . Bach Con- 
taining Tomato Paste, CCH Food 





Drug Cosmetic Law Reports { 7360, 236 F. 
(2d) 208 (CA-7, 1956). 

3 USC Secs. 405(1), exempting from label- 
ing requirements over-all open containers 


sonous or deleterious substance added to 
food, where such substance required in 
production of food or can't be avoided by 
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such authority is granted with respect to tolerances of “filthy, putrid, 


’ 


or decomposed substances.’ 


One Court's Conjecture 


As one court put it: “We believe that if the fact that almost 
all food contains some filthy, putrid, and decomposed substances had 
been called to the attention of Congress, that body would have directed 
the administrator to provide reasonable and acceptable tolerances for 
those substances just as it did in the case of poisons.” 


The importer, in his ill-fated appeal, pointed out that as no statu- 
tory standards were provided, the court should be guided by the 
general standard established by the purpose of the Act, namely, to 
protect the public health and welfare. But even this standard seems 


to have been rejected by the court. 


As a matter of fact, the Food and Drug Administration in the 
first tomato-paste case did use a standard, but it was not one estab- 
lished by any statutes or regulations. It was a standard known as 
the “Howard Mold Count,” an admittedly inaccurate test that had 
been informally adopted at the suggestion of the tomato-paste trade 
association. There was no relation between this test and any standard 
of harmfulness, the minimum count having been selected somewhat 
arbitrarily.* 

As Judge Frank pointed out, the quantity of mold in a product is not 
necessarily a measure of its quality. Mold is a form of decomposed 
matter which is one of the tests of delectability of many famous 
cheeses. As the law now stands, the Food and Drug Administration 
has the power to decide that no cheeses should be sold. Arbitrary? 
Yes, but the Administration is bound by no standard whatsoever. 
A product is adulterated if the Food and Drug Administration thinks 
it is adulterated. 








good manufacturing practice, quantity to 
be limited ‘‘to such extent as he finds nec- 
essary for the protection of public health’’; 
Sec. 406(b), listing coal-tar colors which 
are harmless and suitable for use in food; 
Sec. 408, establishing tolerances for pesti- 
cide chemicals in or on raw agricultural 
commodities to extent necessary to protect 
public health; Sec. 503(a), exempting from 
labeling or packaging requirements drugs 
to be reprocessed or repacked; Sec. 503(b), 
Secretary may remove by regulation drugs 


requiring prescriptions when prescriptions 
“not necessary for protection of public 
health’’; Sec. 603, exempting from any 
labeling requirement cosmetics to be re- 
processed; Sec. 604, listing of coal-tar 
colors which are harmless and suitable for 
use in cosmetics. 

*21 CFR Sec. 3.24. Subsequent to this 
case, the Food and Drug Administration 
adopted regulations establishing standards 
for tomato paste, although such action is 
not specifically authorized by the Act. 








POWER TO DESTROY PAGE 709 


Fundamental Danger in Situation 


The Administration could, if it chose, forbid the use of a whole 
list of harmless ingredients of foods, drugs and cosmetics. The list 
would not have to be published and it would not have to be enforced 
uniformly with respect to all manufacturers. A manufacturer might 
discover it, as the importer of tomato paste in the first case did, only 
after the product had been produced and a large amount of money 


invested. 


This is the serious and fundamental danger which Judge Frank 
brings to attention. He told the “tale of the totalitarian agitator who, 
having promised in a speech that, after the revolution, everybody 
would eat strawberries, replied to a heckler who loathed that fruit: 
‘Comes the revolution, you'll eat strawberries’.” 


Perhaps every manufacturer of foods, drugs and cosmetics in 
America today is technically in violation of the adulteration provisions 
of this Act. At any moment his industry or he alone could be struck 
down arbitrarily and without recourse. It is all very well to say that 
our administrators are honest men who can be relied upon to be just and 
fair and to exercise their powers according to a rule of reason. But 
do not forget that a power granted may someday be misused. It was 
a standard technique of Hitler’s Nazi administrators to use technical 
violations of existing laws as excuses for imprisoning opponents of the 


regime. 


Solution to Problem 


The danger pointed out by Judge Frank is dormant today but it 
is real. The solution is not difficult. What is required is an amendment 
of the Act, applying to “filthy, putrid, and decomposed substances” 
the same principles that are applicable to food additives, insecticidal 
residues and coal-tar colors. The Secretary should be required by law 
to adopt regulations on notice to the public in accordance with the 
Federal Administrative Procedure Act establishing standards govern- 
ing acceptable tolerances of “filthy, putrid, and decomposed sub- 
stances.” The Act should also provide that in areas where no regula- 
tions have been issued the courts shall be guided by a general standard 
of protection of the public against harm. This is the American method 
of ruling by laws and not by men. There is no reason why it should 
not be applied as well to this aspect of the Federal Food, Drug, and 


Cosmetic Act. [The End] 








CHRISTOPHER 


COMMENTS 








Coal-Tar Colors.—The Fifth Circuit, in a divided vote, has ruled, 
in effect, that the Food and Drug Administration cannot prohibit the 
use of a coal-tar color (Red 32) on oranges if a minimum quantity 
can be safely used. The court holds that FDA can proscribe the use 
of Red 32 on all products except oranges.’ 

It may well be that FDA can say that a color may be used only 
on one product, as the court says, but—in effect—here the court is 
reaching this decision, not FDA. The court is telling FDA that it 
must allow the color for oranges. I believe this is further than courts 
have gone in the past.” 

U. S. v. Johnson—A New York court held that under Section 116 
of the Sanitary Code of New York City (a drug or device is mis- 
branded if its labeling is false or misleading in any particular), the 
government must prove fraud or willful misrepresentation, Thus, 
U. S. v. Johnson * was brought back to life, the court citing this decision. 
On appeal, the decision was reversed,‘ the court ruling that fraud or 
misrepresentation is not required, thus conforming to modern federal 
rulings. Any other holding would cripple food and drug law enforcement. 

Held for Sale.—Certain medical tablets, after having been shipped 
in interstate commerce, were seized by the government at a cancer 
clinic. The charge was of being misbranded while held for sale at the 
clinic. The claimant argued that such tablets were not “held for sale 
after shipment in interstate commerce” within the meaning of Section 
304(a) of the Federal Food, Drug, and Cosmetic Act. This argument 
was based on the fact that the tablets were not intended for sale in the 
usual sense but, rather, were to be used by physicians at the clinic in 
the treatment ,of patients—that the tablets were for prescription by 
physicians in the pursuit of a local practice. 





1 Schell v. Folsom, CCH Food Drug #221 U. S. 488 (1911). 
Cosmetic Law Reports { 7404 (CA-5, July ‘ Metallic Flowers, Inc. v. City of New 
12, 1957). York, CCH Food Drug Cosmetic Law Re- 


2 See Certified Color Industry Committee ports { 85,174 (N. Y. S. Ct., January, 1957). 
v. Secretary, 236 F. (2d) 866 (CA-2, 1956). 
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Certain leaflets found in the clinic described the usefulness of the 
tablets in the treatment of cancer, and these were held to be “labeling” 
—and to result in misbranding. 

There is a certain appeal to the contention that a tablet which 
is prescribed by a physician cannot be held to be misbranded due to 
leaflets which are given separately to the patient. Another way to 
state this is to ask: May the advice the physician gives the patient 
regarding a prescribed medicine result in the medicine’s being mis- 
branded? If a leaflet may so lead, what about oral statements made 
by the physician? Take the case where the physician gives a prescrip- 
tion to remedy a backache—which prescription, unknown to the 
patient, is some harmless substance of no value: “Now, Mrs. Jones, 
take this and you'll be all right.” The trouble with the comparison 
is this: In the harmless prescription, the substance in the original 
bottle is correcly labeled, while the cancer tablets are misbranded due 
to the labeling (the pamphlets). 

In the case at hand, the court states that “the potentiality of harm 
to the public from misbranded drugs is not less because the intervening 
agency of distribution may be a physician rather than a layman.” 

Another aspect of this case is the time of the mislabeling. In 
some cases, the prescription would be given, and some time later the 
patient would pick up the leaflets. So the drug was prescribed first. 
Here the argument is that the misbranding took place after the time 
of the last sale. But it is enough to reply that the “sale” and the mis- 
labeling were part of the same transaction, regardless of intervals 
of time. 


Mental Suffering —Courts usually hold that mental suffering alone 
is not legal proof of injury. But what about physical suffering (nausea, 
vomiting) resulting from mental disturbance? 

A recent case dealt with this point. The plaintiff, reacting psycho- 
logically to the sight of a foteign substance in a bottle of soda pop 
which she was drinking, suffered physically from nausea and vomiting. 

The court ruled that there could be no recovery.* If the injury 
had resulted from the foreign content of the bottle, a case would be 
made, but psychological reactions from seeing the object—leading to 


vomiting—does not state a case. 





5U. 8. v. 10 Cartons . . . Black Tablets, * Hamilton v. Pepsi Cola Bottling Com- 


CCH Food Drug Cosmetic Law Reports pany, CCH Food Drug Cosmetic Law Re- 
{ 7402 (DC Pa., May 28, 1957) ports { 22,488 (Municipal Ct. App.. D. C 


June 5, 1957) 
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It appears that this court would allow recovery in certain cases, 
for it states: 

The test then is whether the injuries occasioned by the mental disturbance 
are material and substantial enough to admit of measurement by ordinary and 
practical standards. 

It then holds that the injuries of the plaintiff “were extremely tenuous.” 

The general question here often arises in a miscarriage case, and 
pregnant women seem to be more successful in getting compensation 
than other people. Some courts allow recovery for the mental and 
resulting physical harm on the principle that this is about the same as 
mental suffering resulting from physical injury. But many courts do 
not allow such recovery unless there has been an “impact’’—that is, a 
physical touching. 

The “impact” requirement is justified on the theory that there is 
less likely to be fraud if there is a physical impact. A defendant is more 
likely to be aware of his automobile striking someone than he is of his 
merely frightening a person as he drives along. 

sy this theory, it might be argued that drinking the soda pop from 
the bottle was “impact.” 

The court here seemed, however, to use a different test—the extent 
of the physical injury. There is some merit in this, as the physical 
injury is a safeguard against fraud. On the other hand, it seems a bit 
strange to grant a large recovery where there is a very small physical 
injury and a resulting large mental suffering, and not to grant any 
recovery where there is great mental suffering with a resulting minor 
physical injury. 

Some writers in the field believe there should be safeguards in this 
type of claim to weed out fraud but that, with such safeguards, courts 
‘impact” theory, it may be hard to justify 


‘ 


should grant relief. As to the 
granting a recovery when there was a touching and not granting it 
when the actor was six inches away.’ 


Exclusive Control in Res 1 psa Loquitur.—A plaintiff sued for injuries 
sustained as a result of drinking a bottle of soda pop which contained a 
dead mouse. The drink was purchased from a retail store, being taken 
by the plaintiff from a refrigerator which appears to have belonged to 
the store owner. The bottles had been purchased from the bottler on 
March 29 and stored beside the refrigerator until placed inside; 
patrons had access to the bottles in both places. The owner (and others) 





*See Prosser, Law of Torts (2d Ed., 
1955), p. 178. 
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testified that he (or his wife or son) was in the store at all times and 
would have noticed if anyone had tampered with the bottles. 


In the face of this testimony, the court ruled, as a matter of law, 
that res ipsa loquitur would not apply, on the ground that 


; in situations . . . where outsiders have had an opportunity to tamper with 
the bottles, it is pure speculation as to whether the contamination came to the 
bottle because of negligence on the part of the bottling company or because 
of the acts of third parties.” 


It is seldom that a plaintiff can show actual negligence in a case 
such as this. The practical result, then, is that about the only time a 
plaintiff can recover is when he purchases the drink from a bottler- 


owned vending machine. 


A number of courts apply the principle of this decision in a more 
modified manner. They hold that the evidence that outsiders have not 
tampered need not be conclusive, but only such as to permit a finding 
as to the greater probability.” Applying this rule to the facts of the 
case in question, it would seem that we have a question for the jury 


rather than a matter of law. 


PRESCRIPTION-DISPENSING REQUIREMENTS— 
DIPHEMANIL METHYLSULFATE ITEMS 


It has been proposed that diphemanil methylsulfate preparations 
meeting certain conditions be exempt from prescription-dispensing re- 
quirements. Preparations must be “in a dosage form suitable for use in 
self medication by externa! application to the skin”; must contain “not 
more than 2.0 percent of diphemanil methylsulfate”; must be labeled wit! 
directions for use “for the relief of symptoms of mild poison ivy, oak, 
and sumac and other minor irritations and itching of the skin”; must 
recommend “not more than four applications of the preparation per day, 
unless directed by a physician”; and must bear a cautionary statement 
to the effect that “if redness, irritation, swelling, or pain persists or 
increases, discontinue use and consult physician.” 

Interested persons may submit their views, in writing, to the 
Hearing Clerk, Department of Health, Education, and Welfare, Room 
5440, 330 Independence Avenue, S. W., Washington 25, D. C., prior to 
December 16. 





* Royal Crown Bottling Company v. * Gordon v. Aztec Brewing Company, 33 
Smith, CCH Food Drug Cosmetic Law Re- Cal. (2d) 514, 203 Pac. (2d) 522 (1949); 
ports { 22.490, 303 S. W. (2d) 270 (Ky. Ct. Smith v. Coca-Cola Bottling Company, 97 
App., 1957). N. H. 522, 92 Atl. (2d) 658 (1952) 

















The Scientists’ Forum——— 


By BERNARD L. OSER 


Director, Food and Drug Research Laboratories, Inc. 


A Bromatopoeia? 


The standards of strength, quality and purity and most major 
drugs or drug components are prescribed in official compendia such 
as the United States Pharmacopoeia, the National Formulary, and supple- 
ments thereto. Many foods manufactured and sold in interstate com- 
merce are subject to definitions and standards of identity under the 
Federal Food, Drug, and Cosmetic Act, the Meat Inspection Act, and 
other laws. 


However, except as they may be described in official drug com- 
pendia, no standards have been established for the large and expanding 
group of chemical substances used as food additives. Certain specific 
categories of additives, such as the so-called coal-tar colors (regulated 
under Section 504) and pesticides (regulated under Section 408) are 
chemically defined, and must satisfy standards of composition adopted 
by, or acceptable to, the Food and Drug Administration. It is gen- 
erally understood by food technologists that if a chemical is recognized 
in the United States Pharmacopoeia, its quality, when incorporated into 
a food, should be at least as high as that specified for drug use. But 
so far as this writer knows, there is no official force behind such a 
requirement. Even those additives permitted as ingredients under 
the definitions and standards of identity of food are usually identified 
by name only. 

All of which points up the need for a bromatopocia, a compendium 
that would serve the same function for food chemicals as a pharma- 
copoeia does for drug chemicals, The word derives from the Greek 


broma (genitive, bromatos), “food” (not to be confused with bromos, a 
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stench, from which “bromine” is derived), and poiem, to make. The 
bromatopoeia would list and describe all food additives which have been 
specifically approved for use under existing statutes or whose use has 
been sanctioned through prolonged culinary or technological practice. 
If this compendium were in effect today it would serve to identify 
the additives that would automatically come under a grandfather's 
clause as proposed in several drafts of food-additives amendments. 


One question of policy to be resolved in connection with an official 
compendium would be whether or not to list chemicals of a proprietary 
nature—that is, whose composition or method of production is 
privately owned or controlled. The identity and composition of 
chemicals must be revealed to the Food and Drug Administration 
under the new drug and pesticides sections of the Act, but except for 
analytical procedures such information is carefully guarded by the 
Food and Drug Administration (unless released by the manufacturer). 
However, certain scientists have expressed themselves as opposed to a 
law which makes it incumbent upon the authorities to withhold from 
public knowledge the criterion of purity or safety of any chemical 


added to foods, including pesticides. 


Approved chemicals in common use as food additives are available 
commercially in varying degrees of purity. Such common compounds 
as salt, dicalcium phosphate, or acetic acid—not to mention the more 
complex ones like “diacetyl tartaric acid esters of mono- and diglycerides 
of fat-forming fatty acids,” butylated hydroxytoluene, or lecithin can 
be or are produced in technical, as well as highly purified, grades. A 
designation equivalent to “USP” would provide assurance to the manu- 
facturer that he was purchasing the appropriate grade for food use. 


To chemical manufacturers who desire to enter or expand into 
this market, a bromatopoeia would serve to provide guideposts to 
direct their product research and development efforts. Until now the 
aim has generally been either to meet pharmaceutical standards of 
quality or to match the competitors’ product, if it has already gained 
acceptance. An official compendium of food additives would also 
facilitate trade at the international and national levels. 


Students of current and proposed legislation for the regulatory 
control of food additives have recognized the value of assembling data 
sheets on food additives “with the object of securing the most suitable 
form of presentation and of arriving at an agreed evaluation of the 
data.” (Report of Joint FAO/WHO Conference on Food Additives 
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(Geneva, September 19-22, 1955) (WHO Technical Report Series, 
No. 107, July, 1956).) In fact it has been recommended that FAO 
and WHO compile information on the physical, chemical, pharma- 
cological, and other biological properties of food additives, and on 
their proposed or approved uses. Among the objectives of such a 
compilation would be the formulation of “general principles governing 
the use of food additives with special reference to . . . their standards 
of purity ” 

The United States Pharmacopoeia is produced under the authority 
of the United States Pharmacopeial Convention, Inc., a corporation 
chartered by the District of Columbia. Its present official status 
derives from the terms of the Food, Drug, and Cosmetic Act of 1938 
which states, however, that if an official compendium fails to provide 
adequate tests, etc. for strength, quality and purity of drugs within a 
reasonable time, the Secretary of Health, Education, and Welfare shall 
promulgate such regulations. 


Official compendia have been developed and are revised through 
the cooperate efforts of academic, governmental, medical and industrial 


scientists who furnish up-to-date information relating to pharmaceutical 
products in current use. It would seem that a nongovernmental agency 
similar to the United States Pharmacopeial Convention, Inc., could 
be organized to undertake a compendium of food additives, enlisting 
for this purpose the collaboration of specialists in the various fields 
concerned, including government scientists. Unless this were done, 
the possibility, ultimately, of independent action by the Food and Drug 
Administration may be foreseen. 


¢ FDA CONDUCTS SAFROL TOXICITY STUDIES ¢ 


Studies of safrol, principal constituent of oil of sassafras, are being 
conducted by the Food and Drug Administration, according to a letter— 
dated October 18, 1957—from Commissioner of Food and Drugs George 
P. Larrick to some 75 flavor manufacturers and other users of safrol or 
oil of sassafras. Experiments on test animals indicate that at certain 
feeding levels safrol is a toxic substance. 

The letter, which was forwarded. together with a summary of evi- 
dence concerning safrol, urged: 

“The questions about the toxicity of safrol must be resolved at the 
earliest possible moment. We will appreciate any pertinent information 
you have, and we hope you will be able to gather it together and forward 
it to us within 30 to 60 days.” 

An outside laboratory had supplied FDA with information about 
results it had obtained by feeding safrol to test animals. 





CANADA- 


FOOD AND DRUG ITEMS 





Trade information letters have been 
received from the Canadian Depart- 
ment of National Health and Welfare. 
They are, in full text, as follows: 


November 12, 1957—No. 154.— 

“Te: 

“Re: 

“The response to our letter of August 
6 to food manufacturers and manu- 
facturers of glass containers has shown 
that there is a preference for declaring 
the net contents of peanut butter in 
avoirdupois measure rather than fluid 
measure. 


Manufacturers of Food 


Fill of Glass Containers 


“In the case of other foods such as 
mayonnaise, salad dressings, jams, jel- 
lies and marmalades, there has been no 
indication that any changes are desir- 
able in the method of declaration of net 
contents by volume 

“From a survey made of samples 
taken from the retail market it 
evident that the declared volume was 
not present in a good many instances 
and it was evident that the size of some 
of the glass containers was not suff- 
ciently large to hold the declared vol- 
ume with a reasonable head space. 


“The 


was 


manufacturers of glass con- 
tainers advise us that very little cor- 
rective action can be taken by the 
Glass Container Industry alone. 

“In the case of peanut butter if the 
majority of the trade so desires, this 
Directorate is agreeable to have the 
net contents declared in avoirdupois 
measure rather than in fluid measure. 


It must be pointed out in this connec- 
tion that the will be re- 
quired to carry a correct declaration of 


containers 


net contents by weight on the label and 
that fluid 
declaration moulded or blown into the 
glass will not be acceptable. The use 
of both avoirdupois and fluid measure 
for the declaration of net contents will 
not be allowed, since such duplication 
is considered to be misleading or liable 


contamers with a ounce 


to deceive the purchaser. 

“For other foods packed in glass, it 
is the opinion of this Directorate that 
manufacturers should carefully 
review the specifications of their stock 
glass to ensure that the containers will 
hold the declared amount when packed 
ready for shipment to the retailer 


food 


“A number of the manufacturers 
were asked to indicate the steps they 
were prepared to take to correct this 
situation and, to date, the response has 
been very disappointing. This letter is 
being sent to all food manufacturers 
known to us, and after July 1, 1958, 
steps will be taken to rigorously en- 
force a correct statement of net 
tents on foods packed in glass, unless 


con- 


good and sufficient reasons are received 
prior to March 1, 1958 to indicate that 
further subject is 
necessary. 


discussion of the 


“ 


[signature] 
C. A. Morrell, 
DIRECTOR, 
FOOD and DRUG 
DIRECTORATE.” 
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—No. 155.— 
“To: All Drug Manufacturers 


“Re: Amendments to Regulations un- 
der the Food and Drugs Act. 


“Regulations under the Food and 
Drugs Act were amended by P. C. 
1957-1294 dated September 25, 1957, 
by revoking Sections C.01.065, C.01.066 
and C.01.067 and adding the following 


sections: 


“C.01.065. No person shall sell a drug 
that is prepared for parenteral use un- 
less a representative sample of each 
lot of the drug in its final container 

“(a) is tested by an acceptable method 
for identity and, except for living vac- 
cines, for sterility and is found to be 
true to name and sterile, and 

“(b) is subjected to such further tests 
as may be necessary to assure that the 
drug is safe to use according to directions. 


“C.01.066. No person shall sell a drug 
in aqueous solution that is prepared for 
parenteral use unless it has been pre- 
pared with non-pyrogenic distilled 
water. 

“C.01.067. Except where a drug can- 
not be tested for the presence of pyro- 
gens or where a drug is inherently 
pyrogenic, no person shall sell 

“(a) a drug named or included in 
Schedule C or D to the Act, or 

“(b) any drug prepared for parenteral 
use where the content of the final con- 
tainer exceeds five millilitres 
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“unless a representative sample of each 
lot of the drug in its final container 
is tested by an acceptable method for 
the presence of pyrogens, and when so 
tested is found to be non-pyrogenic. 

“C.01.068. Detailed records of the 
tests required in C.01.065 and C.01.067 
shall be retained by the manufacturer 
for a period of at least two years 

“C.01.069. The immediate 
of a drug prepared for parenteral use 
shall be of such material and construc- 
tion that 


container 


“(a) no deleterious substance is yielded 
to the contents thereof, and 

“(b) if made of glass, it permits in- 
spection of the contents. 

“C.01.070. No 
drug that is a hypodermic tablet that 
does not completely dissolve in and 
form a clear solution with water. 


person shall sell a 


“Manufacturers are informed by this 
Trade Information Letter that these 
regulations are now in effect and are 
urged to examine their testing pro- 
cedures and records with a view to con- 
formity. It is expected that by June 
Ist, 1958 there should be full com- 
pliance with these regulations and 
vigorous enforcement will then be in- 
stituted.” 

“. . [signature] 
C. A. Morrell, 
DIRECTOR, 
FOOD and DRUG 
DIRECTORATE.” 


PRODUCTION AND SALES RESTRICTIONS— 
CRANBERRY PRODUCTS 


On October 29, the United States District Court for the District 
of Massachusetts imposed fines totaling $37,500 on a cooperative engaged 
in manufacturing and marketing cranberry products, on two growers 


of cranberries, and on two individuals. 


The indictment had charged 


the defendants with conspiring to restrain trade in the manufacture and 
sale of cranberry products and with monopolizing such trade. (Reported 
in CCH Trape Recutation Reports (November 15, 1957), § 45,003 (Case 


1226).) 


At the same time,,a consent judgment terminating a companion 


civil action was entered. 
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WASHINGTON—Continued from page 662 


In the Public Health Service 


Report on Polio Vaccination.—The 
Public Health Service reported on No- 
vember 8 that new estimates, based for 
the first time on a Census Bureau sur- 
vey, indicate that there are about 45 
million Americans under 40 who have 
received no vaccine protection against 
The estimated 
number of persons who have had no 
vaccine is 8 million more than had 
been reported earlier on the basis of 
the best data then available from all 
sources. However, the number of per- 
sons who have received all their polio 
shots is 6 million over the earlier esti- 


paralytic poliomyelitis 


mate. 

Commenting on the new data, Dr. 
Leroy E. Burney, Surgeon General of 
the Public Health Service, said: “It is 
encouraging to find that the number 
of persons with maximum protection 
is greater than had previously been 
estimated. 

“However, the fact that there are 
still an estimated 45 million—15 million 
children and 30 million adults under 
40—with no protection is a matter of 
grave concern. 
course of three in- 
jections requires a period of eight 
months to complete, and since the 
danger of polio is greatest in the sum- 
urgent that those 
start their shots 


“Since the full 


months, it is 
no protection 


mer 
with 
now. 

“The present supply of vaccine is 
ample and the manufacturers can pro- 
duce additional vaccine in pace with 
the need. Unvaccinated persons who 
become crippled by paralytic polio in 
the future will suffer a dual tragedy: 
that of having a disability and of know- 
ing that, in all probability, it could have 
been prevented by the simple and pain- 


less precaution of vaccination.” 


The Public Health Service also re 
ported the release of an additional 
supply of 3,450,078 cubic centimeters 
polio vaccine during that 
week, making a total of 92,809,897 
centimeters produced and _ released 
since January 1. Unshipped vaccine in 
the hands of manufacturers reached a 
total of 18,497,828 centimeters for the 
week ending November 1, a decrease 
of 233,109 centimeters from the pre- 
vious week's inventory. 


(doses) of 


Termination of Asian-Flu Vaccine 
Allocation Program Announced.—The 
Public Health Service announced on 
November 7 that the voluntary alloca- 
tion of Asian influenza vaccine on a 
state-by-state would be term- 
inated the following day. 


basis 


Reports from the manufacturers and 
from state health departments indicate 
that supplies of vaccine are beginning 
to catch up with demand in some areas, 
although they remain inadequate in 
others, according to Dr. Burney. 

“By lifting 
facturers will be free to ship more vac- 
cine to high demand areas instead of 
attempting to send an equitable share 
to each State, including those in which 
demand has diminished,” Dr. Burney 
explained. 

With the release of the additional 
supply of 6,190,672 centimeters Asian 
influenza vaccine announced, a total of 
40,382,719 centimeters was made avail- 
able. 


allocations, the manu- 


“In some communities supplies are 
now adequate to permit vaccination of 
the general public, without regard to 
priority needs, and we expect that vac- 
cine will be readily available soon in 
all parts of the country,” Dr. Burney 
said. He urged the vaccination of 
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everyone who is not certain he has had age groups in which chronic disease is 
Asian influenza. much more common and, to a lesser 
extent among pregnant women, Dr. 
Burney again stressed the importance 
of vaccination of persons in these 


“Even if the epidemic appears to be over 
in a community, there is a real possi- 
bility that those who have not had the 
disease will contract it. The only pre- 
ventive is vaccination and this becomes 


groups. 
The armed services will receive 
430,680 centimeters of the released 
amount: civilians will receive 5,417,722 
centimeters; 342,270 centimeters is be- 
Since serious complications occur to ing shipped to fill Canadian orders, which 
a considerable extent among the older do not require an export license. 


increasingly important as we approach 
the winter months.” 


FOODS, DRUGS—PRICE DISCRIMINATION, PROMOTIONAL 
ALLOWANCES, MISREPRESENTATION 


Chewing gum . . . Two companies engaged in the sale of chewing 
gum are prohibited from selling to any customer at prices higher than 
those charged any competing customer. (Released November 1, 1957.) 


Grocery products . . . Ruling that six grocery producers gave 
illegal promotional allowances to favored customers through major 
radio-TV network intermediaries, a hearing examiner said that the law 
makes no distinction between a direct benefit and an indirect one, “but 
expressly forbids the conferring of any discriminatory benefits.” These 
producers paid the broadcasting companies for the time which the com- 
panies gave to favored grocery chains without charge, in return for 
in-store promotional displays of the producers’ merchandise. The adver- 
tising allowances, in the form of broadcast time, were not made available 
to smaller merchants competing with the favored chains. (Released 
October 25, 1957.) 


Pretzels, potato chips and corn chips . . . Three affiliated com- 
panies are charged with discriminating among their customers in prices, 
promotiona! allowances, and demonstrator services in the sale of their 
pretzels, potato chips and corn chips. (Issued October 17; released 
October 30, 1957.) 


Drug preparations . . . The maker of a drug preparation is 
charged with misrepresenting it as an effective treatment for colitis and 
other unhealthy conditions of the gastrointestinal tract. (Released 
October 31, 1957.) 


A company is prohibited from representing that its preparation is 
an effective treatment for any kind of arthritis, rheumatism or neuralgia. 
(Released November 1, 1957.) 


Medicinal preparation . . . The representation that a medicinal 
preparation is a “wonder-tablet” cure for “all who suffer the terrible 
tortures of sciatica, lumbago, neuritis, arthritis-rheumatism” is chal- 
lenged. (Issued October 24; released October 31, 1957.)\—CCH Trane 
REGULATION Reports § 26,800; 26,801; 26,796; 26,809; 26,799; 26,807. 
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